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Fact Sheet

No Yes

Undertake a non-
systematic 
literature review

Undertake Systematic Literature Review

Integrate with the 
TGA application

Submit the TGA 
application

New Substance (Listed medicine) application

Literature-based submission (registered 
medicine)

Hybrid application (registered medicine)

Other reason

0. Feasibility  Helps with SLR strategy go/no go 
decision

1. Search  Search relevant scientific databases using 
appropriate  search criteria and 
terminology

2. Exclude Identify exclusion criteria 

3. Screen 1  Exclude non-relevant articles by title and 
abstract

4. Screen 2  Exclude remaining non-relevant articles 
following review of full text article

5. Write  Review and write-up of relevant articles
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Further requirements apply, TGA requirements may change
Consult relevant legislation/guidances or contact the ERPlus team for details

Is a Systematic Literature Review required?


