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Pilot Program 
• Nov 2023 pilot program
• Early Phase Trials

– Application in redcap 
– Onsite visit

• Response from OHMR August 2024
– Address all items that did not meet the criteria.

• Submission addressing outstanding items & site visit –
March 2025

• Response to 4 minor findings- 16 April 2025
• Received recognition 13 May 2025

Presenter Notes
Presentation Notes
Pilot was EPCT focused, this then changed to ALL clinical trials by 2025. 



Background
• NCTGF working party – Oct 2022

– Involvement of Quality Manager of CMN
– Set up hospital wide SOP’s (previously unit based only)
– Trial Unit awareness of Hospital Wide Policies

• Well established in Phase 1b, 2 & 3 clinical Trials
• Started FIH in lower risk FIH trials in 2022

Presenter Notes
Presentation Notes
We were moving more into FIH space and needed to improve our processes



There were no major or critical findings identified 
during the Quality Recognition Scheme review that 
may impact on the safety of patients. 

The site has been determined as working towards 
meeting Criteria 1 to 5 of the EPCT QRS standards.



Key areas for improvement:
• Opportunities for process improvement and 

documentation practice were found in the 
following areas: 
– Leadership succession planning 
– Quality issue management and CAPA follow-up
– Clinical trial specific risk management planning during 

feasibility and ongoing through the trial life cycle 
– EPCT PI training requirements and resource 

management practice 
– Emergency training mock scenarios and testing

Presenter Notes
Presentation Notes
This gave us a focus for where we needed more work, 
also highlighted we do many things that are not documented.
We set up 5 working parties- with each party focusing on one criteria



Team Approach- BIG THANK YOU
Standard (Criteria) Working Party Lead Team

Clinical and Medical 
Governance

Dr James Lynam Dr Ralph Gourlay (DMS), Dr 
James Lynam & Dr Janine 
Lombard

Quality Process Kerrie Cornall Kirrilee Askew, Emily Munn, 
Dr Faisal Hayat & Saba
Kugashiya

Risk Assessment and 
Management

Kim Adler Catherine Johnson & Dr 
Girish Mallesara

Research Team Dr Janine Lombard Dr Tin Quah & Dr Matthew 
George

Facilities & Medical 
Emergency response. (EPCT
Management & Medical 
Emergencies)

Casey Hutchinson Gail Walker, Dr Lucy Corke & 
Marc Hodgson

Presenter Notes
Presentation Notes
Many others also gave input
Minor terminology changes from pilot to current QRS 
(  ) pilot terminology 




What did we develop in response to the 
assessment - RISK

• Risk management assessment process for all EPCT
• Updated new protocol review checklist to include 

a detailed safety section for FIH trials 
• Developed Phase 1/ FIH SOP
• Developed a Mentorship program for NEW EPCT 

staff 

Presenter Notes
Presentation Notes
Risk- initial assessment performed by PI as part of agreeing to study and submitted as part of RGO sub. Ongoing review when any changes made to trial or any safety issues, submitted as part of SSA sub
Already had a Checklist that we completed for all new trial reviews- developed FIH version completed by PI
Phase 1 SOP- document processes we already do plus new processes (special thanks to Lisa Paksec for her work on this)
Feasibility 
Principal Investigator (PI) responsibilities 
Research Team 
Unit Requirements 
Study Visits 
Resourcing 
Mentorship- this occurred but was not documented or formalised, Junior staff have a nominated mentor- i.e PI new to EPCT has a nominated mentor “go to” person ( has already been invaluable as Bellberry HREC questioned experience of new PI as never PI on FIH trial- we provided our Phase 1 SOP that includes the mentor program and they were happy with process





What did we develop in response to the 
pilot assessment - COMMUNICATION

• GP Letter for all participants  on EPCT 
• Emergency & ICU notification process
• Handover pack for Ward and DTC for all EPCT

– Study summary
– Potential risks
– IP mode of action and administration
– Administration equipment required
– Blood sampling requirements

Presenter Notes
Presentation Notes
GP letter- Previously was adhoc process very sponsor dependent , now formalised template that explains study- what to watch for and contact details
Emergency - template email set up with consultation with Emergency/ ICU/ MET team- sent by PI on dosing days

Handover Pack- Primary CTC & Pharmacy develop for each study. It is  based on PMCC template- very helpful as many FIH studies have microdosing and use different pumps- syringe drivers








What did we develop in response to the 
pilot assessment – Ongoing Quality Audit 

Program
• Developed an Internal Quality Audit Program*

– Target High risk studies
1. Phase 1/ FIH
2. Investigator Initiated
3. Unmonitored studies

* Adopted from A-CTEC Internal Audit Toolkit developed by Parkville Cancer Clinical Trials Unit 
(PCCTU) - V1 10 Dec 2024. 

Presenter Notes
Presentation Notes

Quality Audit Program- Adopted from A-CTEC Internal Audit Toolkit developed by Parkville Cancer Clinical Trials Unit (PCCTU) - V1 10 Dec 2024. 
Started with Team leaders , now teaching all CTC to perform audits and complete CAPAs. 
Have completed 7/18 planned for this  year. 
This has resulted in us introducing weekly 15 minutes refreshers on findings from CAPA





Robust reporting to Executive:
• Clearer reporting lines to executive

– Incorporated Risk assessment and EPCT New protocol 
review checklists into SSA submission process

– Submit CAPA from internal audits
– Notify RGO / Executive of all onsite audits- i.e sponsor 

audits & submit CAPA from the audit. 

Presenter Notes
Presentation Notes
Reporting to executive
Risk plan and New prot review checklists submitted with SSA to RGO
Audit CAPAs submitted to RGO




Key take home messages

• QRS is a big time commitment but worth it.
• Team approach essential
• Involve your quality manager and executive early 

in process
• There are lots of tools out there  so look first 

Presenter Notes
Presentation Notes
Do not reinvent the wheel
Everyone we contacted were happy to share resources and knowledge
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