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AIM 

To outline the correct procedures for the handling, processing and shipping of infectious 
substances in clinical trials. 

SCOPE 

All phases of clinical investigation for medicinal products, medical devices and diagnostics. 

APPLICABILITY 

Principal investigator, Sub-investigator, clinical trials coordinators and other staff delegated 
such as pathology to perform trial-related activities by the Principal Investigator. Also applies to 
Industry Sponsored Companies, Collaborative Groups and Investigator’s conducting locally 
driven trials.   

PROCEDURE 

Handling and Shipping of Infectious Substances for an Industry sponsored company, 
Collaborative group or locally driven Investigator trial;  

The Principal investigator should: 

 Ensure that there is HREC approval and Local Governance acknowledgement of the clinical trial 

 Ensure that Current Patient Information Sheets and Consent forms have been read and 
understood by the potential participant and signed according to Good Clinical Practice 
guidelines  

 Ensure local work health and safety guidelines are met for infection control, venepuncture and 
handling of blood products where applicable see link 
http://intranet.sswahs.nsw.gov.au/sswpolicies 

 Ensure that clinical specimens are handled, processed and packed in accordance with the 
clinical trial protocol and laboratory manual provided by the Sponsoring Company, Collaborative 
group or Local Investigator initiated trials. 

 If being shipped by air requirements outlined  with the International Air transport Association 
(IATA)  and International Civil Aviation Organization (ICAO) are mandatory 

 This includes the confirmation that all clinical trials staff or delegates who are involved in 
packaging and shipping of infectious waste/dangerous goods are appropriately qualified and 
trained. Dangerous Goods Handling training certification is required. See appendix 3.  for links 
to training websites. 

Tracking of Handling and Shipping of Infectious Substances for Clinical Trials 

       In the situation where the clinical trial site is unable to perform the task of handling, processing, 
packaging and shipping specimens required by the clinical trial, the duties are carried out by the 
Sydney South West Pathology Service (SSWPS). The following contractual procedure is 
required during the initial clinical trial set up phase.  

http://intranet.sswahs.nsw.gov.au/sswpolicies
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       Follow link http://www.swslhd.nsw.gov.au/sswps/ for further information or Contact the 
Pathology secretary on ph. 02 8738 5003  

With certain specialties tumour blocks/slides are requested at certain time points within the 
protocol. This process is unique to the specialty and site. Please adhere to local policy and 
guidelines.   

       In the situation where the clinical trials unit and appointed delegates are able to perform all 
duties related to the handling, processing and shipping of specimens, the Investigator must 
ensure that all delegated staff has current IATA dangerous goods training. 

      The investigator, Clinical trials coordinator or delegate should ensure that documentation related 
to handling and shipping of infectious substances is maintained and filed to facilitate tracking 
and to satisfy GCP requirements. 

       All equipment used for processing and storage of samples require ongoing monitoring either by 
the individual trial site or pathology department. Monitoring involves maintenance of centrifuge, 
fridge and freezer as per the manufacturer’s guidelines. Trial sites are also required to ensure 
temperature allocations are met for fridges and freezers used for storage of samples and keep 
a daily log of temperature recordings. Additionally as per local policy the biomedical engineering 
department is require to electronically tag all hospital equipment on a yearly basis to ensure 
safety guidelines are met. 

            

GLOSSARY 

 Delegate 

A person delegated specific but appropriate tasks in relation to the conduct of a clinical trial. 

 Good Clinical Practice (GCP) 

A standard for the design, conduct, performance, monitoring, auditing, recording, analyses, and 
reporting of clinical trials that provides assurance that the data and reported results are credible 
and accurate, and that the rights, integrity, and confidentiality of trial subjects are protected. 

Infectious substances 

Those substances which are known to contain, or are reasonably expected to contain, 
pathogens.  

International Air Transport Association (IATA) 

Ensure airlines to operate safely, securely, efficiently, and economically under clearly defined 
rules. Professional support is provided to all industry stakeholders with a wide range of products 
and expert services. IATA works closely with local governments and ICAO in the development 
of regulations. This way, we ensure that the rules and guidelines on dangerous goods 
transportation are effective and efficient. 

International Civil Aviation Organization (ICAO) 

A specialised agency of the United Nations which sets international standards and regulations 
necessary for the safety, efficiency and regularity of air transport. 

http://www.swslhd.nsw.gov.au/sswps/
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International Conference on Harmonisation (ICH) 

International Conference on Harmonisation of Technical Requirements for Registration of 
Pharmaceuticals for Human Use is a joint initiative involving both regulators and research-
based industry focusing on the technical requirements for medicinal products containing new 
drugs. 

 Investigator  

An individual responsible for the conduct of a clinical trial at a trial site ensuring that it complies 
with GCP guidelines. If a trial is conducted by a team of individuals at a trial site, the 
investigator is the responsible leader of the team and may be called the Principal Investigator. 
In this instance they may delegate tasks to other team members. 

Medical or clinical wastes  

Those derived from the medical treatment of animals or humans or from bio-research. 

Pathogens 

Micro-organisms (including bacteria, viruses, rickettsiae, parasites, fungi) and other agents such 
as prions, which can cause disease in humans or animals.  

Patient specimens 

Those collected directly from humans or animals, including, but not limited to, excreta, secreta, 
blood and its components, tissue and tissue fluid swabs, and body parts being transported for 
purposes such as research, diagnosis, investigational activities, disease treatment and 
prevention. 

Sydney South West Pathology Service (SSWPS) NATA Accreditation No: 2907 

Details via link:  http://www.swslhd.nsw.gov.au/sswps/default_hb.htm 

 

      Clinical Trials Coordinator   

A person responsible for conducting clinical trials under the supervision of the Principal 
Investigator. They are involved multiple essential duties that encompass the management of a 
Clinical Trial.   

      Sub Investigator 

Any individual member of the clinical trial team designated and supervised by the investigator at 
a trial site to perform critical trial-related procedures and/or to make important trial-related 
decisions (e.g., associates, residents, research fellows). 

1. REFERENCES  

1. International Civil Aviation Organization Technical Instructions for the Safe Transport of 
Dangerous Goods by Air, 2005-2006.  

2.   http://www.iata.org 

 3.  http://www.swslhd.nsw.gov.au/sswps/ 

http://www.iata.org/


  

 

CLINICAL TRIALS USE ONLY  

SOP_GCP12_01 Ingham Institute/SWSLHD handling and shipping of infectious substances for clinical trials, Version 

2 Dated 27
th

 April 2016  

         Page 5 of 13 

I
n
s

2. APPENDICES 

Appendix 1: SOP Change Log   

Appendix 2: Example of an industry Sponsored Lab Manual   

Appendix 3:    Dangerous Goods Training Websites 

                        

 

DOCUMENT END 
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APPENDIX 1: SOP CHANGE LOG 

 
Version No. 

 
Reason for Issue 

 
2 

 
 

 
First issue Dated 27th April 2016 
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APPENDIX 2: EXAMPLE OF AN INDUSTRY SPONSORED CLINICAL TRIAL LAB 
MANUAL 
 
A comprehensive Lab manual is provided by the sponsoring company along with 
corresponding labs kits, shipping containers, requisition forms and courier information.     
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Each participant visit has a specific kit allocated to it. An example of a study specific guide 
or flowchart is detailed below;   
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Throughout specimen collection and handling, proper universal precautions should be 
practiced as per local policy. Precautions such as collection gloves, protective eye wear, 
should be worn throughout the collection and specimen handling procedure. Particular 
caution should be observed during venepuncture. Pathology and Clinical trial staffs 
performing venepuncture are required to have current training as per local guidelines.  
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Specimen Label Requirements  

 Tubes are generally pre-labelled and include a barcode linked to the requisition 
form. Requirements vary for each Sponsoring company.   

 Each tube in a kit has a unique line item number, which designates the testing to 
be ordered on that tube.  

 Generally each label is pre-printed with following fields: Protocol Number; 
Sponsor’s Name; Sample Type and Subject ID line  

 Additional fields are available for protocol specific requirements  

 All demographic or visit fields must be completed on all tubes in order for 
sufficient sample identification. Sponsors and Collaborative Groups recommend 
the use of a fine point, waterproof permanent marker.  

 Ensure subject demographics are consistent with subject information captured on 
the Laboratory Requisition Form.  
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Shipments are subject to local, national, and international laws and regulations. Individuals 
preparing shipments are responsible for ensuring all applicable requirements, laws and 
certifications are met. The shipment boxes, provided to you by the sponsoring company, 
Collaborative Group or Courier must be compliant with the International Air Transport 
Association (IATA) guidelines. 

 

 

 

 



 All samples must arrive at the chosen laboratory with a matching requisition 
enclosed in the specimen bag.  

 All samples must be identified with the corresponding Barcode/Subject Label. 
Specimen Requirements have been carefully determined. It is critically important 
that the instructions in this manual and on the test requisition form are followed 
precisely. Examples of specific specimen requirements are outlined within the 
pathology manual associated with the specific study protocol. 
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APPENDIX 3:    DANGEROUS GOODS TRAINING WEBSITES 

                        

 https://www.iata.org/services/Microsites/DGR/en/shippers.html 

 

 http://www.dangerousgoodstrainingaustralia.com.au/pages/live-computer-based-
training-individuals  

 

 http://dgtrainer.com.au/biological-specimen-transport-certificate-course/ 

 

https://www.iata.org/services/Microsites/DGR/en/shippers.html
http://www.dangerousgoodstrainingaustralia.com.au/pages/live-computer-based-training-individuals
http://www.dangerousgoodstrainingaustralia.com.au/pages/live-computer-based-training-individuals
http://dgtrainer.com.au/biological-specimen-transport-certificate-course/

