Compositional Guideline: Name of substance
[bookmark: _Hlk110949692][bookmark: _Hlk112764346]This template applies to live and non-viable microorganisms which are whole cell or intact.
· [bookmark: _Hlk112764819]Provide specifications in the table below in accordance with:
· ‘SECTION B – Information requirements’ in ‘Application requirements for new substances in listed medicines – Australian regulatory guidelines’ 
· ‘Requirements for microorganism characterisation in listed and registered complementary medicines’
· All headings in the table correspond with the guidance document headings. 
· Note: Certain headings may not be applicable (e.g. ‘residual solvents’ if no solvents used). Add or delete rows as necessary.
· Blue information in the table are only common examples for guidance. Delete all blue guidance text before submitting.
	DESCRIPTION

	· Taxonomy information including strain name/code/culture collection reference, culture origin and method of manufacture including critical manufacturing steps.
· State if the microorganism is derived from or contains genetically modified substances.
· For non-viable microorganisms, include additional description of the inactivation method and steps taken to ensure the cellular membrane remains intact after inactivation.



	Test
	Method reference
	Acceptance criteria[footnoteRef:1] [1:  Where limits exceed recommended thresholds of pharmacopeial standards and/or ICH/EMA guidelines, limits should be justified in the application.] 


	CHARACTERISATION

	General properties

	Physico-chemical properties: 
· appearance, colour, state, texture, smell
· solubility
· loss on drying 
· sulfated ash
· pH 
· microscopic and macroscopic morphology
	· Gram staining USP <1113>
· Loss on drying (USP-NF <731>
· Water activity/ Ph. Eur. 2.9.39)
· BP Appendix IX A Sulfated Ash (Ph. Eur. 2.4.14)
· Solubility (USP-NF <1236>)
· pH (USP-NF <791>)
	Description and/or limits for the relevant tests


	For live microorganisms: 
· antimicrobial resistance and susceptibility
· absence of virulence factors
· absence of toxigenic and pathogenic attributes
	Refer to guidance on ‘Requirements for microorganism characterisation in listed and registered complementary medicines’
	e.g:
· Sensitive to – list antibiotics defined by Australian Strategic and Technical Advisory Group on Antimicrobial Resistance
· Absence of - list virulence genes/ factors

	Identity

	[bookmark: _Hlk110848400]Identification to strain level
· Genomic method, e.g. Whole Genome Sequencing
· Proteomic and phenotypic methods (as supporting data)

	· Microbial characterisation, identification and strain typing (USP-NF <1113>)
· EFSA statement on whole genome sequence 2021;19(7):6506, 14 pp.
	e.g.:
· Matches the sequence of reference strain 

	Assay

	For live microorganisms:
· Viable cell count
· Enumeration of viable organisms
	· Probiotic tests (USP-NF <64>)
· SC IV L. Alternative Methods for Control of Microbiological Quality (Ph. Eur. general text 5.1.6)
	e.g.:
· Viable count in CFU/g
· Number of viable organisms/g

	For non-viable microorganisms:
· Cell count before inactivation
· Enumeration of non-viable organisms
	· Probiotic tests (USP-NF <64>)
· SC IV L. Alternative Methods for Control of Microbiological Quality (Ph. Eur. general text 5.1.6)
	e.g.:
· Deactivated CFU/g
· Number of non-viable organisms/g

	Impurities and incidental constituents (as applicable)

	· Elemental impurities

	Total heavy metals 
· Limits for specific metals or non-metals such as: lead, cadmium, mercury, arsenic
	· Elemental Impurities-Procedures (USP-NF <233>)
	Limits to comply with applicable standards, e.g.: 
· ICH Q3D (R1) Elemental impurities
· Elemental contaminants in dietary supplements (USP-NF <2232>)

	· Microbial contaminants 

	Appendix XVI D. Microbiological Quality of Non-sterile Pharmaceutical Preparations and Substances for Pharmaceutical Use (Ph. Eur. general text 5.1.4)
	· Microbial enumeration tests (USP-NF <2021>)
· Appendix XVI B. Microbiological examination of non-sterile products, Ph. Eur. general chapter 2.6.13
	Limits to comply with applicable standards, e.g.:
· Probiotic tests (USP-NF <64>)


Footnotes
Where non pharmacopeial/proprietary methods are used, include a list and summary of analytical method details against each proprietary method here.
Abbreviations
BP = British Pharmacopoeia
CFU = Colony-Forming Unit
EFSA = European Food Safety Authority
[bookmark: _Hlk109378823]EMA = European Medicines Agency
ICH = International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use
Ph. Eur. = European Pharmacopoeia
USP = United States Pharmacopoeia
USP-NF = United States Pharmacopeia and the National Formulary
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