
Special access scheme

Most therapeutic goods are required to undergo an evaluation for quality safety and efficacy and be

included on the Australian Register of Therapeutic Goods (ARTG) before they can be supplied in

Australia.

In recognition that there are circumstances where patients need access to therapeutic goods that are

not on the ARTG, the TGA manages the Special Access Scheme (SAS) and other programs

(//www.tga.gov.au/accessing-unapproved-products).

On this page: About the special access scheme | Special access scheme forms | Contact details for enquiries about the

Special Access Scheme

About the special access scheme

The SAS refers to arrangements which provide for the import and/or supply of an unapproved

therapeutic good for a single patient, on a case by case basis. Patients are grouped into two

categories under the scheme:

With the exception of drugs of abuse where the manufacture, possession, sale or use is prohibited by

State or Territory law; any unapproved therapeutic good can potentially be supplied via the SAS.
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Special access scheme forms

Forms can be emailed to SAS@tga.gov.au (mailto:SAS@tga.gov.au) (preferred method) or

faxed to 02 6232 8112. Note: Only PDF and Microsoft Word documents are acceptable as

email attachments.

Please ensure each form is sent as a separate document.

These forms are available in both pdf and Microsoft Word formats. The pdf forms can be filled in and saved to your

computer using Adobe Reader version 7 or later or any version of Adobe Acrobat Standard or Professional. If you have

an earlier version of Adobe Reader you can fill in the form on-screen and print it out but you will not be able to save the

completed form.

Category A patients

Category B patients

Consent to treatment and indemnity

Note: Do not send the 'Consent to treatment and indemnity for use of products derived from biological

tissues including human blood or plasma' to the TGA. This should be kept on the patient's file.

How to access a pdf or Word

document (//www.tga.gov.au

/accessing-documents-website)
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Importing controlled substances

Contact details for enquiries about the Special Access Scheme

If your enquiry is not about the special access scheme, see: Contact the TGA (//www.tga.gov.au

/contact-tga)
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