
Regulatory Strategy
Device classification confirmed (Class I, IIa, IIb, III, AIMD, IVD)
Appropriate conformity assessment pathway identified
(including CE/FDA leverage options)
Mutual Recognition Agreement (MRA) considered if applicable

Technical Documentation
Technical File or Design Dossier completed
Clinical Evaluation Report (CER) aligned with TGA guideline and
MEDDEV 2.7/1 Rev. 4
Risk Management File per ISO 14971
Essential Principles checklist completed (Schedule 1 of MD
Regulations)
Australian-specific Instructions for Use (IFU) and labeling finalized

Sponsor Requirements
Australian sponsor identified and authorized
ARTG application prepared (device inclusion or conformity
assessment)
Evidence of manufacturer’s QMS compliance (ISO 13485 or TGA
audit)

Quality System & Declarations
Declaration of Conformity prepared and signed
Clinical evidence and post-market data included (if required)
Compliance with relevant Australian or international standards
demonstrated

Post-Market Surveillance
Post-market surveillance and vigilance reporting system in place
Recall and adverse event reporting procedures defined
Sponsor responsibilities documented and understood

TGA Submission Checklist


