
 

  

 

Export of Human Substances 
Applying for a permit under the Customs 
(Prohibited Exports) Regulations 1958 

Version 30 November 2023 



Therapeutic Goods Administration 

Export of Human Substances 
Version 30 November 2023 

Page 2 of 10 

 

Copyright 
© Commonwealth of Australia 2023 
This work is copyright. You may reproduce the whole or part of this work in unaltered form for your own personal use or, 
if you are part of an organisation, for internal use within your organisation, but only if you or your organisation do not use 
the reproduction for any commercial purpose and retain this copyright notice and all disclaimer notices as part of that 
reproduction. Apart from rights to use as permitted by the Copyright Act 1968 or allowed by this copyright notice, all 
other rights are reserved and you are not allowed to reproduce the whole or any part of this work in any way (electronic 
or otherwise) without first being given specific written permission from the Commonwealth to do so. Requests and 
inquiries concerning reproduction and rights are to be sent to the TGA Copyright Officer, Therapeutic Goods 
Administration, PO Box 100, Woden ACT 2606 or emailed to <tga.copyright@tga.gov.au>. 
 
 
  

 

mailto:tga.copyright@tga.gov.au


Therapeutic Goods Administration 

Export of Human Substances 
Version 30 November 2023 

Page 3 of 10 

 

Contents 
About this guidance ____________________________ 4 

Determining if you need a TGA export permit _______ 4 

When you do not need a TGA export permit ________ 5 

Other export permit requirements not covered by a TGA 
export permit __________________________________ 6 

Responsibilities of applicants and exporters ___________________ 6 

Applying for a TGA export permit _________________ 6 

Two types of permits ______________________________________ 6 

Timeframes for permit issue ________________________________ 7 

Single-use export permits --------------------------------------------------------------------------- 7 

Annual export permits -------------------------------------------------------------------------------- 7 

Issuing of permits -------------------------------------------------------------------------------------- 7 

Information needed for an application ________________________ 7 

Single-use permits ------------------------------------------------------------------------------------- 7 

Annual permits ------------------------------------------------------------------------------------------ 7 

Application forms _________________________________________ 8 

Downloadable forms ---------------------------------------------------------------------------------- 8 

Privacy and personal information _________________ 8 

Contact details for exporting human substances ____ 8 

 

  



Therapeutic Goods Administration 

Export of Human Substances 
Version 30 November 2023 

Page 4 of 10 

 

About this guidance 
This guidance is to assist individuals in determining whether they need a TGA export permit to export 
goods that are human substances. Specifically, this guidance is for permit applicants and exporters. 

The TGA issues permits for the export of human substances under Regulation 8 of the Customs 
(Prohibited Exports) Regulations 1958. Schedule 6 of the Customs (Prohibited Exports) Regulations 
1958 describes goods (categorised into human body fluids, organs, and other tissues or substances 
derived from human blood) which are prohibited exports without a permit. 

  

Schedule 6 – Goods the exportation of which is prohibited if permission is not 
granted under regulation 8 

Item  Description of goods  

1 Human body fluids, organs and other tissue:  

(a) including a part or constituent of material of that kind, if the internal volume of the immediate 
container in which the material is packed exceeds 50 ml; and  

(b) excluding viable material derived from human embryo clones. 

2 A substance derived from human blood 

 

Determining if you need a TGA export permit 
Whether or not a TGA export permit is required depends on whether the human substance (and 
volume) falls under item 1 or Item 2 of Schedule 6 of the Customs (Prohibited Exports) Regulations 
1958), see table below: 

 

‘Human substances’ refers to goods of human origin that may be regulated as 
biologicals or medicines and which are: 

• human body fluids, organs and other tissues; or 

• substances derived from human blood 

The TGA only issues export permits for goods that are human substances. If you 
wish to export substances of animal origin or veterinary medicines, see the 
Australian Government Department of Agriculture and Water Resources website. 

https://www.legislation.gov.au/Series/F1996B03403
https://www.legislation.gov.au/Series/F1996B03403
https://www.legislation.gov.au/Series/F1996B03403
https://www.legislation.gov.au/Series/F1996B03403
https://www.legislation.gov.au/Series/F1996B03403
https://www.legislation.gov.au/Series/F1996B03403
http://www.agriculture.gov.au/
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Item Legislative definition (per Schedule 6 
of the Customs (Prohibited Exports) 
Regulations 1958 

When is a permit 
required? 

Examples of human 
body fluids, organs 
and other tissues 
 

 
1 Human body fluids, organs and other tissue:  

(a) including a part or constituent of material of 
that kind, if the internal volume of the immediate 
container in which the material is packed 
exceeds 50 ml; and  

(b) excluding viable material derived from human 
embryo clones 

 do not need a TGA 
export permit if the 
volume of each 
individual container is 
50 mL or less (even if 
the total volume of a 
shipment exceeds 50 
mL) 

 do need a TGA export 
permit when the 
volume of a container 
exceeds 50 mL 

 

• blood and blood 
components (red cells, 
white cells, platelets, 
plasma, whole blood) 

• stem cells 

• bone marrow 

• urine 

• body parts 

• other similar materials 

• but exclude viable 
material derived from 
human embryo clones 
(refer to ‘Other export 
permit requirements 
not covered by a TGA 
export permit’ below). 

2 A substance derived from human blood A permit is always 
required for any amount 
of a substance derived 
from human blood 

• Immunoglobulins 

• Blood factors e.g. 
factor VII, VIII and IX 

 
 

When you do not need a TGA export permit 
You do not need a TGA export permit to export: 

• human breast milk 

• human placenta 

– if you are planning to export human breast milk or placenta we suggest that you contact your 
state or territory department of health regarding their requirements for handling and storage 

• human remains or human ashes - for more information see: 

– Australian Government Department of Health website 

– Australian Border Force website 

https://www.legislation.gov.au/Series/F1996B03403
https://www.legislation.gov.au/Series/F1996B03403
http://www.health.gov.au/internet/main/publishing.nsf/Content/ohp-biosec-human-remains.htm
http://www.abf.gov.au/
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Other export permit requirements not covered by 
a TGA export permit 
• The National Health and Medical Research Council is responsible for issuing permits for the 

export of viable material (living tissues and cells) derived from human embryo clones, as a 
prohibited export under Regulation 8A of the Customs (Prohibited Exports) Regulations 1958. 

• for more information on how to apply for a permit, see: 

– National Health and Medical Research Council website 

Responsibilities of applicants and exporters 
As an applicant, you are responsible for: 

• making an application in writing and providing accurate information on the application form; and 

• lodging the application with the Secretary of the Australian Government Department of Health; and 

• ensuring that a TGA export permit is obtained prior to export for human substances that require a 
permit 

• ensuring that the permit is provided to the Australian Border Force before or at the time of export 

As an exporter, you are responsible for: 

• ensuring that the permit has been provided to the Australian Border Force (ABF) 

• verifying that the information in the TGA export permit is accurate 

• lodging an Export Declaration for the goods being exported, in the Home Affairs Integrated Cargo 
System (ICS) 

– for information about lodging an Export Declaration, visit the ABF website 

• ensuring you are registered in the Home Affairs ICS with an Exporter Australian Business Number 
(ABN) or Customs Client ID (CCID) number 

– If you do not have an ABN you may need to apply for a CCID either through your licenced 
customs broker or by completing a B319 ICS Client Registration application form. This form 
can also be located through the ‘Help and Support’ page on the ABF Website. Take your 
completed form and your ID documents to the nearest ABF office. 

The permit number for all TGA export permits begins with HBE followed by eleven digits. This number 
is recorded by an ABF officer at the time of export. 

Applying for a TGA export permit 

Two types of permits 
The TGA issues two types of permits for the purpose of exporting human substances: 

• single-use export permits 

– for a single instance of exporting, and generally issued for an individual patient 

• annual export permits 

– for organisations exporting multiple consignments per annum to a single destination 

https://www.nhmrc.gov.au/research-policy/embryo-research-licensing/import-and-export-cell-lines-human-embryo-clones
https://www.nhmrc.gov.au/research-policy/embryo-research-licensing/import-and-export-cell-lines-human-embryo-clones
http://www.abf.gov.au/importing-exporting-and-manufacturing/exporting/how-to-export/export-declaration
http://www.abf.gov.au/form-listing/forms/b319.pdf
http://www.abf.gov.au/help-and-support/forms
https://www.abf.gov.au/help-and-support/contact-us/offices
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Timeframes for permit issue 

Single-use export permits 
Single-use export permits are generally issued within one working day of receiving an application. 

If you require the permit urgently (e.g. on the same day as your request), please email 
tga.exports@health.gov.au stating the reasons for the urgency. 

Annual export permits 
Submit your application for an annual export permit at least one month prior to the expected date 
of export (or expiration of an existing annual permit). 

Annual export permits are generally issued within one month of receiving an application. 

Issuing of permits 
Export permits are issued via email. Applicants are responsible for ensuring that the correct contact 
details and email address are entered into the application form. 

Information needed for an application 

Single-use permits 
To apply for a single-use permit you need to provide the following information: 

• name, address, phone number and current email address of applicant 

• Exporter Australian Business Number (ABN) or Customs Client ID (CCID) number of the applicant 

• good (substance) to be exported 

• volume to be exported 

• a brief reason for request, for example: 

– travelling overseas, research purposes, clinical use, therapeutic use, laboratory testing 

• export destination (including country) 

• date of export: the month of export if the exact date is not known 

• patient name 

• flight and/or courier details 

Annual permits 
To apply for an annual permit you need to provide the following information: 

• name, address, phone number and current email address of applicant 

• Exporter Australian Business Number (ABN) or Customs Client ID (CCID) number of the applicant 

• good (substance) to be exported 

• a brief reason for request 

– e.g. research purposes, clinical use, therapeutic use, laboratory testing 

https://www.tga.gov.au/acronyms-glossary#summary-w
mailto:tga.exports@health.gov.au
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• name and address of overseas destination (including country) 

• maximum quantity per consignment 

• maximum number of consignments per permit period 

You will need to make a separate application for each destination. 

Application forms 
Please note: as of June 2024 the online form to apply for a permit to export human substances from 
Australia will no longer be available due to decommissioning of the platform which hosts the online 
form. All applications for a permit to export human substances from Australia going forward must 
occur via the downloadable forms (see below) and be emailed via PDF to tga.exports@health.gov.au.  

Downloadable forms 
There are separate downloadable forms for single-use permits and annual permits, which are 
available in Microsoft Word versions. 

Once completed, email to tga.exports@health.gov.au. 

Privacy and personal information 
The TGA obtains personal information (such as names and contact details) as part of the permit 
application process. Personal information is protected by law under the Privacy Act 1988, which 
contains the Australian Privacy Principles. 

The TGA is part of the Australian Government Department of Health and is committed to protecting 
your privacy and personal information. The Department of Health’s Privacy Policy contains information 
about how we comply with the Privacy Act 1988. 

For further details about how the TGA uses personal information, see personal information in 
applications relating to export. 

Contact details for exporting human substances 
For enquiries about the export of human substances, contact the TGA Exports Team. 

Over the Christmas shutdown period, emergency contact details are displayed on our home page for 
emergency situations. 

  

mailto:tga.exports@health.gov.au
mailto:tga.exports@health.gov.au
https://www.oaic.gov.au/privacy-law/privacy-act/australian-privacy-principles
http://www.health.gov.au/internet/main/publishing.nsf/Content/privacy_security.htm
http://www.health.gov.au/internet/main/publishing.nsf/Content/privacy_security.htm
http://www.health.gov.au/internet/main/publishing.nsf/content/privacy-policy
https://www.tga.gov.au/privacy
https://www.tga.gov.au/privacy
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Application Entry Support and 
Export Section 
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V3.2 Deletion of online application form 
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