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Notes:
1. Annual reports: - reporting form can be found in link below. 
https://www.rah.sa.gov.au/research/for-researchers/post-approval-monitoring
Handy hint: it is the investigators responsibility to provide reports on the progress of approved research. Add annual report due date to outlook calendar as a reminder. Report is due within 2 weeks of the due date (HREC or RGO approval) to ensure continuity of ethics and governance approval. 
2. Where CALHN is the sponsor the research services office will submit the CTN/CTA as provided by the site. Where an external organisation is the sponsor, CALHN Research Office will ask for a copy of the CTN as part of ethics/governance review.

3. Documents listed are available on request Health.CALHNClinicalTrials@sa.gov.au


4. Safety reporting:
  Serious Adverse Events (as defined in the protocol) can relate to medication, device 
or intervention.
Significant Safety Issues (SSI) are defined as issues that could adversely affect the   safety of participants or materially impact on the continued ethical acceptability or conduct of the trial. SSI’s should be reported to the sponsor, HREC and other Investigators


Glossary
IB- Investigator Brochure
IFU – Instruction for Use 
CRF – Case Report Form
PICF - Participant Information & Consent Form 
HREC – Human Research Ethics Committee
SSA- Site Specific Assessment
CTN – Clinical Trial Notification
CTA – Clinical Trial Application
OGTR Office of the Gene Technology Regulator
GCP – Good Clinical Practice
SAE – Serious Adverse Event
IP – Investigational Product
RGO – Research Governance Office
SAE – Serious Adverse Event
SSI – Significant Safety Issue
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