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COVID-19 Guidance for research at Barwon Health  

Research is an integral component of clinical services at Barwon Health, thus the guideline for 

clinical services during the COVID-19 is directly applicable to research activities. The overarching 

principle is that the health of patients and other study participants is the priority. Wherever possible, 

study procedures should be conducted remotely. If a participant’s clinical care may be adversely 

affected by interruption of in-person contact at Barwon Health in the context of a clinical trial, these 

contacts should proceed with strict adherence to COVID-19 safety procedures. As is standard, 

participants should be aware that they are able to withdraw from a study at any point and that doing 

so would not impact on the care they receive from Barwon Health. In person reviews at Barwon 

Health that are not necessary to ensure participant safety should be suspended.  

http://covid-19.barwonhealth.org.au/ 

Level of research activity 

 The maximum level of research activity (ongoing or new studies) should match the level of 

activity that Barwon Health is permitting for Outpatient Services. At present, Outpatient 

activity is minimised and delivered remotely wherever possible. 

 Studies offering treatment to participants as an alternative to standard care should be 

supported to continue and managed as flexibly as possible, with measures to minimise 

contact and the need to attend the hospital. 

Responsibility regarding recommencement and continuation of studies 

 Decisions regarding recommencement or continuation of studies remain with the 
Principal Investigator and Head of Department. Continuation of each study must be given 
careful consideration when it involves Barwon Health visits. Assessment of risk v benefit is 
the key consideration for each study and each patient. PIs should have reasonable 
justification for participants attending Barwon Health. If there is uncertainty about 
whether participant contacts in a study should precede the matter should be escalated to 
the Chief Medical Officer and the COVID-19 Clinical Reference Committee. 

 Studies where the potential risks (of COVID-19) outweigh the benefits, especially 
exploratory studies, early phase trials and studies involving healthy volunteers, should not 
generally continue to recruit and for participants already enrolled in such studies, 
alternative solutions to accommodate study procedures should be implemented if 
possible.  

 If you are reactivating a pre-Covid protocol, an amendment to HREC/Governance (REGI) 
is NOT required. If REGI has not already been notified regarding recommencement of a 
study, please submit a notification/report in ERM to document this return. If the 
protocol needs to include any non-Administrative changes, please submit a protocol 
amendment to REGI. The Principal Investigator is responsible for determining whether 
appropriate return to pre-COVID-19 protocol. 

 Recruitment in projects that have been placed on hold may resume provided that the 
Head of Department has approved resuming recruitment. 

  

http://covid-19.barwonhealth.org.au/
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Research staff 

 During periods of lockdown, research staff should work from home if possible but may 

attend Barwon Health if doing so is relevant to the safety of their participants. 

 Staff attending a Barwon Health campus must complete a daily attestation regarding their 

fitness to be at work 

https://www.barwonhealth.org.au/coronavirus/images/QR_Code_VF.pdf 

 Research staff attending Barwon Health must maintain compliance with current guidelines 

around social distancing, hand hygiene, staying away if unwell, and vaccination status. Staff 

must self-isolate if they have COVID-19, have been in contact with an person infected with 

COVID-19, are suspected of having COVID-19, or have recently returned from overseas.  

 Research Teams are required to reference Barwon Health Clinical Trial Business Contingency 

Plan that may be enacted in the event the Principle Investigator or their team are impacted. 

Participant visits 

 As above, decisions regarding whether in person reviews or visits to Barwon Health are 
appropriate remain with the Principal Investigator and Head of Department. If there is 
uncertainty about whether participant contacts in a study should proceed the matter 
should be escalated to the Chief Medical Officer and the COVID-19 Clinical Reference 
Committee. 

 Appropriate screening and precautions in place (see below). However, where possible in-
person contact with study participants should continue to be minimised through means such 
as telehealth, hospital in the home and courier delivery of medications.  

 If necessary, for a participant to attend site, research personal MUST contact a participant by 
telephone one business day before their intended visit to ensure it is appropriate for them 
to attend with reference to the current advice on visiting Barwon Health:  
https://www.barwonhealth.org.au/coronavirus/visiting-people-in-hospital-aged-care 

 Please refer to Barwon Health Clinical Trial Business Contingency Plan for a detailed flow 
chart. 

 Older age participants and those with significant comorbidities can attend provided they 
meet the above requirements. 

Aerosol generating procedures 

 Aerosol generating procedures (AGPs), including cardiopulmonary exercise testing, should 
be avoided. Where they are determined to be necessary for participant safety they should 
be conducted in accordance with COVID-19 safety procedures, with consideration to 
ventilation requirements, PPE, and COVID-19 testing. If there is uncertainty about 
whether AGPs in a study should precede the matter should be escalated to the Chief 
Medical Officer and the COVID-19 Clinical Reference Committee. 
 

Monitoring of Clinical Trials 

 Study Monitoring should be conducted remotely.  

Investigational Medicinal Product (IMP) 

 In certain instances, it may not be appropriate for a patient to collect Investigational 

Medicinal Products (IMP) from the site.  If authorised to do so by the Sponsor, IMP may be 

sent to the patient by mail, courier or taxi. 

 Sponsors are responsible for covering this cost 

 Please see – Shipment of IMP document produced by Pharmacy and available on Prompt.   

https://www.barwonhealth.org.au/coronavirus/images/QR_Code_VF.pdf
https://www.barwonhealth.org.au/coronavirus/visiting-people-in-hospital-aged-care
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Contingency planning 

 Research Teams are asked to maintain contingency plans appropriate for each study to 

enable a safe and rapid response to changed circumstances as may be required in the event 

of a rapid spike in COVID-19 infections and new urgent government advice. 

REGI 

● REGI staff continue to work from home and are available via email and phone from Monday 

to Friday. REGI staff are able to attend Barwon Health to participate in activities and 

meetings and that are unable to be effectively conducted remotely. 

● Submissions of new projects and post-approval items for ethics and governance review and 

approval continue as usual. 

● REGI continue to expect submission of a notification for all amendments and modifications 

to existing research projects. If modifying study procedures, provide updated 

documentation for review and approval (NB: Consent forms do not need to be amended 

unless the modifications to the study protocol change the risks to participants). 

● Electronic signatures continue to be endorsed within ERM and for research agreements.  Ink 

can be arranged at request if necessary.  

Further Updates  

The Research Director will provide updated information via email and REGI website 

Please contact Barwon Health Director of Research via his PA Nicola Cooley with any queries – 

nicola.cooley@barwonhealth.org.au 

http://www.barwonhealth.org.au/research/column-1/regi
mailto:nicola.cooley@barwonhealth.org.au

