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Checklist 3: Evidence of traditional use filter
Use this document to assess the relevance and quality of your evidence of traditional use.
	No.
	Traditional indication
	Related ingredient
	Indication subtype

	
	
	
	Non-specific
	Specific

	
	
	
	|_|
	|_|


Refer to the Evidence Guidelines for information and guidance on assessing your items of evidence. Refer to Appendix 1: How to use evidence package checklists for assistance in completing this checklist.
For each item of evidence, complete checklist 3a to assess whether the evidence supports your indication. The evidence should establish a tradition of use, be a credible source and be relevant to your medicine and indication (‘primary source of evidence’).
[bookmark: _GoBack]If you have:
a non-specific traditional indication you are required to hold 2 primary sources of evidence to support that indication.
a specific traditional indication, you need at least 2 primary sources of evidence, as well as any additional evidence required, to support the specific therapeutic use claimed in your indication.
If your item of evidence does not satisfy all the criteria provided in table 3a, but you believe you can justify its inclusion in your evidence package, provide this justification in part 3b.
If you conclude that the evidence you have supports the indication for your listed medicine, complete the evidence summary table provided in checklist 5 and attach the items of evidence to your evidence package.


3a: Filter for assessing evidence of traditional use
	Filter for evidence of traditional use

	Evidence item 
Title, author, publication year, page number. If oral source: speaker name, year, digital file name

	

	Part 1: Tradition of use
	Yes
	No

	Does the reference support a tradition of use (at least three generations or 75 years)
	|_|
	|_|

	Does the evidence of traditional use cite only primary (or original sources) of evidence?
	|_|
	|_|

	Part 2: Filter for credibility of evidence
	Yes
	No

	Is the source of evidence a monograph, pharmacopoeia, materia medica or formulary?
	|_|
	|_|

	Has the evidence been published by a credible institution such as a government or international agency?
	|_|
	|_|

	Is the evidence sourced from a well-accepted text in the relevant field of expertise?
	|_|
	|_|

	Is the context of use applicable to a traditional paradigm?
	|_|
	|_|

	If oral evidence, is the evidence corroborated from at least one other separate source?
	NA|_|
	|_|
	|_|

	Part 3: Filter for relevance of evidence (tick one in each category)
	Identical
	Similar
	Different
	Unknown

	How similar is your indication to the traditional use and context of use (e.g. target paradigms) described in the evidence?
	|_|
	|_|
	|_|
	|_|

	How similar is your ingredient to the active ingredient identified and characterised in the evidence (including name, plant part/s, preparation and extraction methods)?
	|_|
	|_|
	|_|
	|_|

	How similar is the intended route of administration for your medicine (for example: inhalation, topical chest rub) to that specified in the evidence?
	|_|
	|_|
	|_|
	|_|

	How similar are the dosage details described in the evidence to your medicine (including dosage form, dose or dosage range and dosage frequency)?
	|_|
	|_|
	|_|
	|_|

	How similar to your medicine is the duration of use specified in the evidence (for example: long term, short term or two weeks)?
	|_|
	|_|
	|_|
	|_|

	How similar is the information in the evidence regarding any risks, cautions or contraindications (including identification of no known risks) to those for your medicine e.g. if the evidence contraindicates use in children, your medicine should reflect this.
	|_|
	|_|
	|_|
	|_|

	Assessment of evidence to support your indication

	Under ‘Part 1: Tradition of use’ and ‘Part 2: Filter for credibility of evidence’, were the majority of your answers:

	|_| No
	The evidence may not be credible. If you include this in your evidence package, justification will be required (see 3b).

	|_| Yes
	The evidence is likely to be a credible.

	For your credible evidence, under ‘Part 3: Filter for relevance of evidence’, were the majority of your answers:

	|_| Identical
	The evidence is likely to be a primary source of evidence and can be used to support your indication

	|_| Similar
	The evidence item is likely to have low/ medium relevance to your medicine and cannot be used as a primary source of evidence for your indication. While you may choose to use this as secondary evidence for your indication, justification will be required (see 3b).

	|_| Different or unknow
	The evidence is unlikely to be sufficiently relevant to your indication. While you may choose to use this as secondary evidence for your indication, justification will be required (see 3b).


3b: Justification of evidence
If you chose to include evidence in your package that you have not assessed as being credible and relevant to your medicine, use this table to provide justification for the inclusion.
This section should also be used to justify any traditional formulation changes.
	Justification for inclusion of evidence item in your evidence package

	Evidence item 
Title, author, year of publication, page numbers. 
If oral source: provide speaker name, year, digital file name

	

	Justification


	Have you attached any additional documentation relating to your justification?
	|_| Yes
	|_| No


Next step
Complete the evidence summary table provided in checklist 5.
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