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IBC guidelines to researchers handling human tissue/body fluid samples and 
having close physical contact with participants as part of research studies 

 

This advice is current at 8th June 2020 based upon the Department of Health advice. This 
document will be revised monthly or in response to any changes in advice, whichever occurs first. 

All human clinical specimens are regarded as microbiological risk group 2 (AS/NZS 2433: 2010) 
unless they have been screened and proven to be negative for infectious pathogens such as 
hepatitis B, human immunodeficiency virus and others.  SARS-COV-2 is potentially present in 
human specimens collected from January 2020. 

Currently there is no evidence of community transmission of COVID-19 in Australia. Until such time 
as this Government advice changes, healthy participants may be regarded as uninfected with 
COVID-19. The standard Department of Health advice, regarding physical distancing and good 
hygiene (found here), should be followed. 

QUESTIONS FOR RESEARCHERS TO CONSIDER: 

• What information are you going to collect to know whether participants and or samples 
may (or may not) contain SARS-CoV-2?   

• Are you going to grow/manipulate live SARS-CoV-2 virus or handle material with high 
concentrations of live virus?  

• Has a risk assessment been carried out, to assess the level of risk and ensure that all 
biohazard controls, precautions and safety protocols been implemented before 
commencement of work?    

• Have all staff and students been trained in the safe collection, transport, handling and 
disposal of human specimens? 

• Have you planned for the protection of any “at risk” participants to ensure their safety?  

PRE SCREENING: 

Prior to the collection of specimens or direct interaction with study participants, the following 
questions should be asked via telephone or online questionnaires:  

• “Have you been confirmed or had contact with a confirmed COVID-19 patient in the last 21 
days?” If yes then ask participant not to attend the study until they have fully recovered or 
passed a quarantine period of 21 days.  

• “Do you have fever, cough or shortness of breath?” If yes then ask participant not to attend 
the study until they have fully recovered or passed a quarantine period of 21 days.  

  

https://www.health.gov.au/news/health-alerts/novel-coronavirus-2019-ncov-health-alert?utm_source=health.gov.au&utm_medium=redirect&utm_campaign=digital_transformation&utm_content=health-topics/novel-coronavirus-2019-ncov
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PRE PARTICIPANT ATTENDANCE/COLLECTION:  

• Ensure participants are physical distancing according to the current DoH regulations in 
the waiting/registration area.  

• Ensure that seats provided for participants to wait are spaced 1.5 m apart and wiped 
down between participants. 

• Ensure a supply of hand sanitiser is available in the waiting area and ask participants to 
use this prior to entering the study room. 

SAMPLE COLLECTION 

Sample collection from non-SARS-COV-2 related participants: 
When collecting samples from participants without any symptoms, PPE including gloves, gown, 
safety glasses and mask should be considered according to the risk assessment.  Consider offering 
participants a mask during sample collection. Maintain physical distance whenever possible.  

Hand-hygiene, cough etiquette, sharps handling and environmental infection control must be 
understood and implemented at all locations where participants attend and where specimen 
collection is performed.  

Sample collection from confirmed and suspected SARS-COV-2 infected participants: 
The main modes for transmission of infectious disease in the clinical setting are via droplet, 
airborne and blood borne routes.  Fomites are known to play a part in transmission of SARS-CoV-2 
to humans.   

Clinical human specimens should be collected by trained healthcare professionals by following the 
Interim Guidelines for collection of clinical specimens from the US Centres for Disease Control (CDC) 
and Guidelines for the Prevention and Control of Infection in Health Care (2019) from the National 
Health and Medical Council (NHRMC).   

When collecting specimens from patients who are confirmed and suspected to be infected with 
SARS-CoV-2 in a clinical setting, use recommended personal protective equipment (PPE), which 
includes an N95 or higher-level respirator (or facemask if a respirator is not available), eye 
protection, gloves and a gown. 

As confirmed and suspected infected participants would be in self-isolation, ask patients to do self 
- collection for samples such as saliva, breastmilk and urine.  Give clear instructions to patients to 
label all samples and put collection tubes in sealed plastic bags.  Wear gloves and spray the outside 
of the transport container when pick up the samples.  Wash or sanitise hands after touching the 
container.  Follow the biohazard transport guidelines. 

BETWEEN PARTICIPANTS/COLLECTIONS 

Once the participant contact/sample collection has been completed and the participant has left 
the room, allow 20 minutes for aerosols to settle. 

Ensure that all high touch surfaces (including but not limited to: door handles, tables, chairs and 
other surfaces that have been touched) are wiped with 70% Ethanol before admitting the next 
participant. 

  

https://www.health.gov.au/news/health-alerts/novel-coronavirus-2019-ncov-health-alert?utm_source=health.gov.au&utm_medium=redirect&utm_campaign=digital_transformation&utm_content=health-topics/novel-coronavirus-2019-ncov
https://www.cdc.gov/coronavirus/2019-nCoV/lab/guidelines-clinical-specimens.html
https://www.nhmrc.gov.au/about-us/publications/australian-guidelines-prevention-and-control-infection-healthcare-2019
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PHYSICAL CONTROL OF BIOHAZARD 

Treat all human samples as potentially infected. 

Handle all human samples in PC2 labs. Initial processing (before inactivation) of all samples 
should take place in a validated BSCII, for example, processing, aliquoting or preparing specimens 
for use or storage.  Any procedure with the potential to generate aerosols or droplets (e.g. 
vortexing, cell sorting, ELISA plate washing) should be performed within a BSCII.   

Handling of material with high concentrations of live virus (i.e. propagation) shall only be 
performed by properly trained and competent researchers in facilities meeting certification to 
PC3.   

The following activities may only be performed in certified PC3 Facilities:   

• Laboratory work with the intent to grow or manipulate live SARS-CoV-2 virus.  
• Use of viable SARS-CoV-2 in assays such as plaque assays, focus forming unit assays, 

capture/binding assays.  
• Cell-sorting with intact virus. 
• Viable SARS-Cov-2 in animal models. 
• Clearly label all samples and keep an inventory. 

STORAGE AND TRANSPORT 

Biological specimens with no preservative to inactivate the pathogens must be labelled and 
double contained as per regulations for the transport of PC2 pathogens found here.  

Biological samples in preservative must be contained as per instructions for chemical hazard 
transport here.  

Used devices and apparatus associated with sample collection should be disinfected on site or be 
contained in a labelled (name, contact address, phone number and biohazard sticker) lockable 
container for transport to the final location for either disinfection or disposal.  

IN THE LABORATORY 

Standard laboratory safety as outlined in the AS/NZS 2433: 2010 must be strictly adhered to. 

All high touch surfaces (including but not limited to: door handles, refrigerator and freezer 
handles, keyboards and lab benches) should be disinfected regularly and before and after work in 
the laboratory. 

A Biohazard risk assessment must be approved prior to any work with human specimens.   
Additional guidelines will be provided to inform work with SARS-COV-2 live virus. 

Biological specimens with no preservative to inactivate the pathogens must be clearly labelled 
and double contained and a detailed inventory of samples kept. 

https://www1.health.gov.au/internet/publications/publishing.nsf/Content/npaac-pub-transp-path-spec-drft%7Etransp-haz
https://www.safeworkaustralia.gov.au/chemicals#requirements-for-transporting-hazardous
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