
 

 

The RETP, WAHTN presents the following workshop opportunity 

Title: NHMRC Safety Reporting and Three Supplementary Guidance 

Workshop Format: Face-to-Face attendance where you will be engaged in 
discussion and a question and answer format). 

Day & Date:  Monday, February 18, 2019     Time: 13:00-15:00 

Location: Harry Perkins Institute for Medical Research (north) at the QEII Medical 
Centre, Nedlands, Room (TBC).  

Cost: $200 per person (*please note that some institutions are hosting and funding 
this w/shop for their staff).  

 

Facilitator: Tanya Symons (Director, T Symons Associates PTY LTD) 
Tanya has established her consultancy in Australia, working for both Commonwealth 
and State governments. She is using her knowledge of international best practice to 
influence the streamlining and standardisation of research-related processes in 
Australia and authored the 2016 Safety Monitoring and Reporting Guidelines and its 
three supporting guidelines for the NHMRC. She is the GCP training provider for 
numerous organisations across Australia.  

 
Course topic overview: Participants will learn about: 
 
• The NHMRC published new safety monitoring and reporting guidelines for clinical trials in 2016 

that substantially changed requirements in Australia. In 2018, the NHMRC published three more 
guidance documents: Reporting of Serious Breaches of GCP and the Protocol  
Data Safety Monitoring Boards and Risk Based Management and Monitoring of Clinical Trials. 
These guidelines impact on a wide range of clinical trial stakeholders – Site staff, sponsors, 
ethics committees and research offices.  
 

• The session will summarise the key content of all four documents with particular focus on the 
Safety Monitoring and Reporting and Serious Breach Guidelines as these have raised a number 
of change management issues. The key aim of the session is to help delegates better 
understand how these Guidelines should be operationalised at site or sponsor level. 

 
Who should attend? Anyone conducting human research. The session is primarily designed for 
those working on drug or medical device trials; either managing their own investigator-led trials 
or collaborating on externally sponsored multi-centre clinical trials.  Investigators working on 
other interventional trials will also gain useful insights into the quality systems that apply.   

 

REGISTER your interest now here 

https://www.retp.org/portfolio-item/nhmrc-safety-reporting-and-three-supplementary-guidance/

