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COVID-19 Guidance for research at Barwon Health 

With guidance from Barwon Health HREC Committee and our Director of Research, REGI is 

implementing the following measures to ensure the safety of our research participants and 

researchers and the continuity of research activity during the COVID pandemic. These 

guidelines for research will be reviewed regularly and are subordinate to the recommendations 

of the Barwon Health COVID-19 Clinical Reference Committee (CCRC) outlined in the Barwon 

Health Pandemic Plan available on One point.  

 

This is a rapidly moving situation and this guidance may alter accordingly – please check 

the REGI website frequently for updates. 

 

REGI recommends all projects involving face to face research implement strategies to ensure 

the continued safety of research participants, staff and the community. The recommendations of 

the Barwon Health COVID-19 Clinical Reference Committee (CCRC) should be adhered to 

throughout.  

 

 Strategies to ensure participant safety may include the following  

● suspending projects involving in-person participation 

● delay recruitment of projects involving in-person participation  

● modify procedures to replace in-person study visits with virtual/remote or phone options. 

For example, transitioning to online questionnaires, surveys, participant follow-ups, 

screening, consent etc.  

  Amendments 

All amendments to research procedures require REGI/HREC review and approval prior to 

implementation, except where a change to research protocol is necessary to eliminate an 

immediate apparent hazard to a participant. 

  

Negligible Risk studies are exempt and do NOT need to submit a modification 

 

Can’t wait for HREC approval? If it is in the best interest of participants’ and researchers’ 

safety to change research procedures to eliminate an immediate apparent hazard and there is 

no time to obtain prior HREC approval, a researcher may do so. The PI must then submit an 

amendment within 10 business days to the REGI Unit for review. 

Consent Forms 

Consent Forms do not need to be amended unless the modifications to the study protocol 

change the risks to participants.  
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Important notes for COVID-19 related amendments: 

Before implementing changes, please consider and address the following, where applicable: 

● Current advice and instructions from the Barwon Health COVID-19 Clinical Reference 

Committee outlined in the Barwon Health Pandemic Plan. 

● Potential impact on subject safety and protections. 

● Potential privacy and confidentiality concerns. 

● Data security requirements and obtaining IT security approval. 

● Consider how recordings are to be made remotely.   

● Plan for how existing subjects will be notified (if their participation will be affected by the 

Amendment). 

When submitting an Amendment  

● Address all the points above where applicable  

● Explain whether the study will return to previously approved procedures when it 

becomes safe to return to in-person research activities.   

Covid-19 research projects 

● The existing ethics and governance oversight system allows expedited reviews for 

studies where there are public health grounds for rapid review 

● Amendments to studies to address COVID-19 elements will be reviewed under this 

system also. 

Signatures 

● REGI endorse the use of electronic signatures within ERM. If you usually seek ink 

signatures on ethics and governance documents, we recommend transitioning to e-

signatures to reduce delays. 

● All research agreements requiring sign off must be provided via email, where they will be 

signed, scanned and emailed back to you. If it is essential that wet ink signatures are 

to be obtained on hardcopy agreements, please contact the REGI Unit to discuss. 

  

COVID-19 Guidance for all Clinical Trial Research 

● Decisions regarding changes or continuation to study protocols remain with the Principal 

Investigator but are subject to the approval of the HREC, REGI and the CCRC. 

● Where possible in-person contact with study participants should be deferred or amended 

to a telehealth/telephone review. 

● In-person study contacts should only continue when essential. This decision should be 

informed by: 

○ The recommendations of the CCRC. 

○ Guidelines issued by the study sponsor, the National Health and Medical 

Research Council, the state and federal government, the Food and Drug 
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Administration (FDA), Therapeutic Goods Administration, European Medicines 

Agency, the Approving Lead Ethics Committee and discussion with Trial 

Managers and other study staff. 

● When uncertain, the PI should share the decision to continue in-person participant 

contacts with the CCRC. 

● The PI should review the decision to continue in-person contacts each week, and 

provide the CCRC with an updated list of studies with continuing in-person participant 

contacts.  

● Where possible, dispensing procedures are to be amended for all self-administered 

drugs. Subject to approval by sponsors, Principal Investigators, and the site pharmacy, 

this may include ensuring that participants have the drug couriered to them directly or 

are provided with sufficient drug to tide them over until other arrangements have been 

made.  

● Research teams must advise participants regarding changes to visits. 

 

Participant recruitment to new trials 

In general, recruitment to new trials should be suspended. Exceptions will be considered by the 

CCRC. Relevant examples include trials related to COVID-19, and of trials that enable access 

to novel therapies for patients with a poor prognosis. 

 

Participant recruitment to existing trials  

● Recruitment to existing trials can continue but this may cease in response to changing 

circumstances and is subject to the advice of the CCRC. 

● This decision to continue recruitment should be informed by: 

○ The recommendations of the CCRC. 

○ Guidelines issued by the study sponsor, the National Health and Medical 

Research Council, the state and federal government, the Food and Drug 

Administration (FDA), Therapeutic Goods Administration, European Medicines 

Agency, the Approving Lead Ethics Committee and discussion with Trial 

Managers and other study staff. 

 

Conducting in person review 

● Where in-person participant reviews are deemed appropriate, the protocol for screening 

participants and conducting the review should follow CCRC guidelines for minimising the 

risk of transmission of infection. 

● In the event that a participant presents to the trials centre with cold/flu or fever, they will 

be asked to attend the fever clinic and will need to reschedule the study visit.  

 

Research teams 

● Principal Investigators and their teams must comply with CCRC guidelines regarding 

requirements for self-isolation.  

 

Reporting requirements 

● Clinical Trial teams are required to prepare over the coming 10 days: 
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○ A written evaluation of which trials they deem to be essential for ensuring 

participant’s continuity of care and which they deem to be non-essential and plan 

to put on hold; 

○ A written contingency or business continuity plan to be enacted in the event that 

the Principal Investigator or their team are impacted. This includes, prioritisation 

of the most critical participants and the preferred course of action to be followed.  

● The written evaluation and contingency plan should be submitted to REGI by COB 

Monday 6 April 2020. An Executive Research Committee Chaired by the Director of 

Research with a representation of the Barwon Health Executive, Principal Investigators 

and Trial Managers, will review and provide an overall contingency plan for Clinical 

Trials. The Executive Research Committee will regularly review Barwon Health’s position 

regarding maintaining safety and continuity of clinical trials over the coming months, and 

alignment with the recommendations of the CCRC. 

 

Visitors and trial support teams   

All on-site monitoring, site selection, study start-up and site initiation visits will be put on hold, 

effective from Friday 20 March 2020.   Monitoring activities will be restricted to remote 

monitoring and to satisfy study milestone events within resource limitations. This will be subject 

to review, as the priority will be to ensure there are sufficient resources to support participant’s 

trial continuity.  All routine and non-essential monitoring will be put on hold until further notice.  

All audits will be postponed. Carers for research participants must only attend the trial site when 

absolutely necessary for the participant’s safety and to provide transportation. It is strongly 

requested that only one carer per participant accompanies the participant to study visits.  

  

Research Ethics and Governance  

● We anticipate that study groups will enact protocol deviations as a result of participants 

being unable to attend visits or research personnel being unable to attend work. These 

are to be documented and provided in a summary report form within 10 business days 

● Whilst applications for Ethics and Governance may be submitted for review and 

approval, new studies will not be permitted to commence until further notice. Only under 

extraordinary circumstances; such as for a therapeutic trial for COVID-19 which has 

been granted both Ethics and Governance approval, and where the trial provides a 

therapeutic option to patients with a very poor prognosis; will exceptions be granted to 

commence a new trial. Such exceptions must be recommended by the CCRC for 

approval by the Barwon Health Executive. Post-approval amendments for Ethics and 

Governance will continue as usual, to ensure safety and continuity of the studies 

currently underway.  

  

Further Updates  

REGI will provide updated information on their website: 

https://www.barwonhealth.org.au/research/research-ethics-governance-integrity-regi-unit  

  

  

https://www.barwonhealth.org.au/research/research-ethics-governance-integrity-regi-unit


22 March 2020 

 

Please contact REGI with any queries - The REGI Unit are currently working off-site until further 

notice and can be contacted via email at regi@barwonhealth.org.au. 

  

  

  

  


