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Pandemic-Clinical Trials & Research Position Statement: COVID-Peak 
Endorsed by POAC - 11 October 2021 
 
Preface: 
As of 23 August 2021, DHHS moved health services into COVID-Peak status. NH has been 
designated a high acuity COVID centre, with this in mind the following statement seeks to 
outline the NH position on on-going Clinical trial and Research activity. 

The safety and well-being of patients, research participants, their families, healthcare 
professionals, researchers and other staff involved in patient care and research remain 
paramount.  

The conduct of research may be critical for the well-being of patients particularly in the 
setting where the investigational agent provides therapeutic benefit that cannot be derived 
outside of the clinical trial. 

The following guidance provides advice on the ongoing conduct of clinical trial and Research 
activity at Northern Health and is in accordance with the previous CTPRG Statement on 
COVID-19: Guidance on clinical trials for institutions, HRECs, researchers and sponsors that 
was published on 9 April 2020.  

Guidance for COVID Peak  
 

 Each department must evaluate their capacity to support Research in light of the 
prevailing COVID conditions and the number of research staff being re-deployed. 
Research should not proceed if there is insufficient staff, or inappropriate conditions to 
safely conduct the project/trial. 

 Research will be prioritised based on benefit derived by the patient from the study by the 
Division Director/or Delegate, on request from the principal Investigator (PI). The PI must 
document justification for any continued participation in studies on-site on the basis of 
the benefit to the participant. This benefit must be reviewed when there is any change to 
the research environment, such as COVID status and escalation of the changing COVID 
clinical support needs of NH. A list of active projects in a Division must be provided to the 
Director of Research Operations (nh.reserach@nh.org.au), this list must be updated 
accordingly by the PI as the situation changes. 

 For priority research with existing patients already enrolled and receiving treatment via a 
clinical trial in which the study involves receiving either standard of care therapy or 
therapeutic benefit is derived from the investigational agent/protocol, this activity should 
continue, if safe to proceed. The safety of the participant must be determined by the 
patients treating clinician and the trial principal investigator on a case by case basis. Even 
when the study is considered a priority, the preference of the participant to continue, 
discontinue or modify their participation is of primary consideration. 

 Where possible, keep participants and research staff off-site. In accordance with the 
current DHHS recommendations, face to face activity must be limited. All study visits 
must be via telehealth, unless it is a clinically critical intervention that must be given on-
site (e.g. receiving IV chemotherapy). Staff and participants that do not need to be on-site 
must not be on-site, unless research cannot be paused or postponed and there are no 
alternatives to on-site attendance. Studies must only continue when they can be carried 
out in accordance with NH social distancing restrictions and infection control guidelines. 
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If researchers are working from home, it is vitally important to consider cybersecurity on 
home networks to ensure the integrity of project data.   

 Studies where patients can be monitored via telehealth activity must continue until 
further notice.  

 No new patients will be recruited to clinical trials during the COVID Peak Status period, or 
until further notice, unless this is deemed to provide clinical benefit (i.e. access to new 
therapeutic agent would be more beneficial to the patient, or there is no additional 
burden to clinical staff, as support is part of standard care). Exemptions will be approved 
by the Division Director/or Delegate on a case by case basis.  

 Visits by external monitors will not be permitted. Off-site monitoring can continue. 

 Audits may be held over if their completion impacts on COVID clinical work. PI must 
inform the Research Office if that is the case. If there are no COVID redeployments and 
project work is continuing then staff should continue to conduct audit according to the 
audit calendar. Offsite audits are recommended, where possible. 

 All projects continuing that need to modify their protocol must have the changes 
approved by the relevant HREC and registered with the Research Office. Consider the 
feasibility of utilising telehealth, alternative pathology, imaging arrangements and courier 
or drive through delivery of medications. Review the contingency plan regularly and as 
new developments around the emergency evolve update accordingly and register with 
the Research Office. 

 Maintain a record of participants affected by COVID related study changes and a 
description of how their participation was altered. Document any analysis on the impact 
of the contingency measures on safety, efficacy or other study endpoints.   

 

Participants who are symptomatic for COVID-19 

Participants should be informed of the importance of notifying the research team in advance 
of attending any trial visits if they: 

 are experiencing one or more symptoms suggestive of COVID-19 infection 

 have recently (within 14 days) returned from overseas; 

 have been in close contact with someone who is known to have COVID-19;  

 have symptoms suggestive of COVID-19 infection, or they are experiencing one or more 
symptoms not suggestive of COVID-19 infection, but suggestive of influenza or other 
infectious disease or condition that includes respiratory symptoms; or 

 are not vaccinated. 
 
The PI should ensure that appropriate follow-up with symptomatic participants is arranged 
including admission into hospital if required Telehealth follow-up should be provided to 
facilitate assessment, testing and/or further investigation. 
 
Research Office Status  
The Research Office will continue to support research needs. There is no change to process. 
However, it is expected that there will be delays in the ethics and governance reviews, as 
most of the team and our reviewers are seconded to support the hospital’s COVID response. 
It is important to note most Research Office Clinical Research Nurses have been seconded to 
COVID response, so central research project support is limited. Activities within the Research 
Office will be prioritised with the help of Research Leads and will be based on the NH COVID 
plan of de-escalation.  
 
 


