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Online system overview

The Special Access Scheme (SAS) & Authorised Prescriber (AP) Online System (the system) allows
Health Practitioners to submit SAS applications and notifications. The system is designed to reduce
administrative burden and provide health practitioners and organisations such as hospitals with
additional reporting and management functions to assist in the management of their SAS applications
and notifications.

This document provides users of the system with guidance about how to use the system. To reduce
processing times, healthcare practitioners are strongly encouraged to submit submissions through the
online system.

If you wish to access information regarding the submission of Authorised Prescriber applications via
the online system, please refer to the Authorised Prescriber Scheme Online System User Guidance.

For information regarding the Special Access Scheme, please refer to:
Special Access Scheme:Guidance for health practitioners

Special Access Scheme:Guidance for sponsors

Terminology and definitions

Terminology Definition

Account Upon successful registration in the system, each user will have
created an ‘account’ which is accessible using their credentials
(username and password) selected as part of the registration
process.

Affiliation Where a user has successfully been accepted by a Site
Administrator to affiliate with a site providing ability to 1) share
submissions with the site; and 2) view submissions shared with
the site by other users in their dashboard.

Affiliated Site Creation of a site of practice within the system (such as a
hospital or pharmacy department) to which system users may
affiliate (by way of request or invitation from a Site
Administrator). Once users become affiliated, they will then
have the ability to share submissions with that site.

Outcome letter The Approval or Rejection letter provided by the TGA in
response to SAS Category B applications.

Receipt A copy of the SAS Category A or SAS Category C notification
form which can be downloaded via a user’s dashboard.

Request for Information (RFI) The process by which the TGA requests additional information
to be provided by the user after submission of an application.

Share Upon being affiliated with a site, a user has the option to make
the SAS submission visible to other users who are also
affiliated with that site. Sharing submissions will result in other
users of the affiliated site to see that submission in their
dashboard.

Site Administrator A system user who initially registered a site. The user will have
the ability to invite other users to affiliate with that site,
accept/reject requests to affiliate with that site; remove a
system user’s affiliations from that site, and invite other
affiliated users to become Site Administrators.
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Features of the SAS & authorised prescriber
online system

e Registered health practitioners are required to register an account before they can begin drafting
and submitting SAS applications and notifications to the TGA.

The system allows_health practitioners to submit on behalf of the prescribing health practitioner.
However, medicinal cannabis submissions must be made by the prescribing health practitioner.

e Users have a dashboard within their account to:
—  Track the status of their application (in the case of SAS Category B).

—  Search previously submitted applications and natifications for reporting purposes using
parameters such as patient details, therapeutic good, prescriber, submission date and status
(i.e. approved, rejected, withdrawn, completed).

— Download a PDF copy of the application or notification to be saved locally.

— ldentify applications and notifications that are expiring (i.e. duration of supply is running out)
or that have expired

— Download a copy of the TGA decision letter in the case of SAS Category B applications.

—  Clone (copy) previously submitted SAS submissions.
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Account management

Account registration

All users of the system are required to register a personal account. Users are required to provide the
following information to successfully register an account:

« Aunique username; password; email address (for the purposes of account registration).

« Personal information such as full name; health practitioner type (if applicable); contact details (this
will be used to populate the user’s profile).

e« Step 6 must be completed to submit applications/notifications.

Note: users who have registered with other systems hosted by the TGA should attempt to login(rather
than register) using the username and password to which they registered with the first TGA system.

1. To register a personal account, select Special Access Scheme (SAS) from the Regulatory and
Compliance Portal home page

4 :‘.’* Australian Government .
“ﬁi peparment s i e | RE€QUIAtory and Compliance

Therapeutic Goods Administration

Welcome to the Regulatory and Compliance Portal.

Services
Devices Advertising Special Access
Compliance Compliance Scheme (SAS)
(PMR)
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2. Select ‘Register Now'.

Special Access Scheme & Authorised Prescriber Scheme Online System

The TGA has a responsibility to encourage the use of therapeutic goods that are included in the Australian Reagister of Therapeutic Goods (ARTG), as these products have been
evaluated to ensure they meet strict standards of safety, quality and effectiveness.

The Special Access Scheme (SAS) and the Authorised Prescriber (AP) scheme allow certain registered health practitioners to access 'unapproved' therapeutic goods for patients under
their care.

Prescriber responsibilities and conditions
= Use in exceptional circumstances where the prescribing health practitioner has first considered other appropriate treatment options included in the ARTG.

‘m « Adhere to relevant standards of good medical practice and obtain informed patient consent
+ Report adverse events or defects associated with the use of the ‘unapproved’ therapeutic goods to the TGA.

Scheme Submission overview Rescurces for technical support

Medical practitioners only
AP applications and prescriber six-monthly reporting data

AP online system guidance document

Authorised : + Medicinal bis applications - AP quick reft id
Prescriber « AP applications for ‘unapproved’ nicotine vaping products without the “ |F|na ca.nna = app |.ca ons " auick reierence guice
' « Nicotine vaping products: Information for prescribers
need for ethics commitiee approval
« Certain registered prescribing health practitioners
special « SAS Category A and C notifications and Category B applications = SAS online system guidance document
Access = SAS applications for access to ‘unapproved’ medicinal cannabis products = Medicinal cannabis applications - SAS quick reference guide

Scheme to the TGA and certain State or Territory Health Departments
simultaneously

Medicinal cannabis: Information for health professionals

If you require support please send an email to SAS@health.gov.au.

3. Provide a unique username; password; email address (for the purposes of account registration).

Register

Password requirements

Your new password must be different to your last 8 passwords
Your password can only be changed once per day
Your password must not contain your account name
Your password must be a minimum of 14 characters.
Your password must be a maximum of 127 characters
Your password may contain:
o English uppercase characters (A-Z)
e English lowercase characters (a-z)
e MNumbers (0 through 9)
o Most non-alphabetic characters, including spacese.g |@#S% " &* () <=7, ."/\

.

.

As a suggestion, make use of a passphrase. Passphrases are made up of four or more random words making them longer than a traditional password. This makes
them harder to guess bur easy to remember. Passphrases should be long, unpredictable, and unique
Username
Email
Password

Confirm password

A registration confirmation email will be sent to your nominated email address.

Confirm registration

You will receive an email shortly with a link to confirm your registration.

This link will expire in 24 hours.
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4. Click on the hyperlink in the email (note this link will expire 24 hours after receiving this email).

Thank you for registering an account with the online system for the Special Access Scheme (SAS). To complete your
registration you need to activate your account. Please click on this link to activate your account:

https://apps.tga.gov.au/portalaccounts/account/activate/3a1aB806c-9f3e-40dc-8e43-41cb8cb3bSca/288580002

I This link will expire in 24 hours. |

Any new password created must be a minimum of 14 characters.

Please contact the TGA if you believe there has been a mistake.

5. Log in with your username and password.

! Australian Government
. e

Teoger ¥ Department of Health, Disability and Ageing
Therapeutic Goods Administration

Login to TGA Business Services

IL=sen-'.5.m—: or login ID ]

Passwora

Forgotten your password?

Reset Password | Privacy | Help
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6. Complete your profile’s information. Your account registration is not finalised until you complete
this step, and you will not be able to submit applications/notifications.

My profile

Personal Details

Title ™

|Dr

First Name *

‘ Example ‘

Last Name *

‘ Account ‘

Preferred Name

Address and Contact Details

Business or Practice Name * Phone *

‘ Example Business H 012345678 ‘

Address Line 1* Fax

‘ Example Address ‘ ‘ ‘

Address Line 2 Email *
‘ ‘ ExampleEmail@email.com

Suburb *

‘ Example Suburb ‘

Australian State *

‘ Australian Capital Territory x

Postcode *

Health Practitioner Details

Do you have an AHPRA registration number? *

© No ® Yes

AHPRA Number *

‘ MEDO0D 1234565 ‘
@ Your AHPRA number has been successfully validated

Practitioner Type *

| Medical Practitioner

Prescriber Specialty
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Health practitioners

Upon registration of an account, health practitioners will have the ability to draft and submit SAS
applications and notifications to the TGA. In the account registration process, users will be presented
with the following question to determine their health practitioner status.if you have incorrectly
responded to these questions, Contact SAS.Support@health.gov.au as they cannot be updated from
your profile.

Health Practitioner Details

Do you have an AHPRA registration number? *
O No ® Yes

AHPRA Number *

Practitioner Type *

| a

Prescriber Specialty

Health practitioners registering an account in the system will be asked to provide their AHPRA
registration number. The AHPRA registration number should be entered exactly as it appears in the
AHPRA public register, including the three-letter prefix (i.e. MED1234567890).

Note: Those health practitioners able to submit SAS applications and notifications to the TGA are
defined in the Therapeutic Goods Act 1989. This definition is as follows:

“Health practitioner means a person who, under a law of a State or internal Territory, is
registered or licensed to practice in any of the following health professions:

e Aboriginal and Torres Strait Islander health practice

« dental (not including the professions of dental therapist, dental hygienist, dental prosthetist or oral
health therapist)

* medical

+ medical radiation practice
e nursing

¢ midwifery

e occupational therapy

e optometry

e pharmacy

e physiotherapy
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e podiatry
e psychology”

Non-health practitioners

Upon registration of an account, non-health practitioners will not be able to draft or submit applications
to the TGA. This is in accordance with the relevant provisions of the Therapeutic Goods Act 1989 (the
Act) and associated regulations relevant to the SAS. However, non-health practitioner users will be
able to affiliate with a site to view the progress of submissions made to the TGA in their user
dashboards (see 'Affiliated Sites’ section for further information).

Health practitioners

Have the ability to draft and submit SAS applications and notifications to the TGA,
including the submission of applications and notifications on behalf of prescribing
health practitioners.

Non-health practitioners

Do not have the ability to draft and submit SAS applications and notification to the
TGA however may have oversight of applications and notifications being made by
their affiliated site.

Change Password

Passwords will expire every 90 days as per the security requirements policy of the Department of
Health, Disability and Aged Care.

1. Select the ‘Change password’ option from the dropdown menu in your user profile. Alternatively,
this can also be done when attempting to login to the system.

-
’g:_ Australian Government

B 1Y Department of Health and Aged Care Regl-«IIatory and compliance

Therapeutic Goods Administration

Example Account -

Profile
My invitations
Home SAS Home Page SAS Dashboard Affiliated Sites AP Dashboard AP Reports SAS/AP Submissii,  Change password
I
Sign out
Special Access Scheme (SAS) Online SysjEp |@tidg Page 12 of 52
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2. Enter your new password.

Password guide

* Your new password must be different to your last 8 passwords
Your password can only be changed once per day
Your password must not contain your account name or more than two consecutive characters of your full name
Your password must be a minimum of 14 characters.
Your password must be a maximum of 127 characters.
Your password may contain:
o English uppercase characters (A-Z)
o English lowercase characters (a-2)
e Numbers (0 through 9)
o Most non-alphabetic characters, including spaceseg. |@#S% " &* () <=7, ;. /\

As a suggestion, make use of a passphrase. Passphrases are made up of four or more random words making them longer than a traditional password. This makes
them harder to guess but easy to remember. Passphrases should be long, unpredictable, and unique.

Current password
New password

Confirm new password

Change password ¥ Cancel

Note: Passwords cannot be reset or changed more than once in a 24-hour period.

If you are locked out of your account for 24 hours, please do not attempt to reset the password until
after the time has lapsed otherwise the lockout period will be reset. Once the lockout has lapsed follow
the steps to reset your password.

Forgotten your password

1. If you have forgotten your password, select “log in”.

Special Access Scheme & Authorised Prescriber Scheme Online System

The TGA has a responsibility to encourage the use of therapeutic goods that are included in the Australian Register of Therapeutic Goods (ARTG), as these products have been
evaluated to ensure they meet strict standards of safety, quality and effectiveness,

The Special Access Scheme (SAS) and the Authorised Prescriber (AP) scheme allow certain registered health practitioners to access 'unapproved' therapeutic goods for patients under
their care

Prescriber responsibilities and conditions

« Use in exceptional circumstances where the prescribing health practitioner has first considered other appropriate treatment options included in the ARTG.
‘m « Adhere to relevant standards of good medical practice and obtain informed patient consent
« Report adverse events or defects associated with the use of the ‘unapproved' therapeutic goods to the TGA.

" Submission overview Resources for technical support

Medical practitioners onl
o v = AP online system guidance document

i + AP applications and prescriber six-monthly reporting data
Authorised pplicatl . P o ¥ reporting « Medicinal cannabis applications - AP quick reference guide.
Prescriber « AP applications for ‘unapproved nicetine vaping products without the
) = Nicotine vaping preducts: Information for prescribers
need for ethics committee approval
«+ Certain registered prescribing health practitioners
special « SAS Category Aand C notifications and Category B applications - SAS online system guidance document
Access « SAS applications for access to ‘unapproved’ medicinal cannabis products = Medicinal cannabis applications - SAS quick reference guide
Scheme to the TGA and certain State or Territory Health Depariments = Medicinal cannabis: Information for health professionals

simultaneously

If you require support please send an email to SAS@health.gov.au
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2. Select “Forgotten your password?”.

‘h Australian Government
Fix

Department of Health, Disability and Ageing
Therapeutic Goods Administration

Login to TGA Business Services

Llsername or login ID

Password

I Forgotten your password? I

3. Enter your username and select “Reset”.

i Australian Government

Forgot password

Please enter your username to reset your password.

Username lserr

4. A password reset email will be sent to the email address associated with your username.

g e . TGA online

0 Confirm password reset

You will receive an email shortly with a link to reset your password

5. Click on the hyperlink provided to reset your password (note this link will expire in 24 hours after
receiving this email).

Hi there,

A request was made to rezet vour password for the online svstem for the Special Access Scheme (SAS). Pleaze follow this link to reset vour password:
https://apps.tea gov.au/portalaccounts/password et 288 5800028363 7c68-c896-44a5-0f26-e3411 3311 Ta3.

F'he zbove link will expire in 24 hours |

Any new password created must be a minimum of 14 characters. A new successful password may take up to 30 minutes to activate.

Pleaze contact the TGA if vou believe there has been a mistake.

Special Access Scheme (SAS) Online SysjEp |@tidg Page 14 of 52
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6. Enter your new password.

A, ’lg Australian Government H
Department of Health and Aged Care I I I I I
crspetic Goods dive

Reset password

Password guide

Your new password must be different to your last 8 passwords
Your password can only be changed once per day
Your password must net contain your account name or more than two consecutive characters of your full name
Your password must be a minimum of 14 characters.
Your password must be a maximum of 127 characters.
Your password may contain:
© English uppercase characters (A-Z)
© English lowercase characters (a-z)
© Numbers (0 through 9)
© Most non-alphabetic characters, including spaceseg. |@#$ %A &*()<>7?2,;."/\

As a suggestion, make use of a passphrase. Passphrases are made up of four or more random words making them longer than a traditional password. This makes
them harder to guess but easy to remember. Passphrases should be long, unpredictable, and unique.

New password

Confirm new password

Reset password ¥

Note: Passwords cannot be reset or changed more than once in a 24-hour period.

If you are locked out of your account for 24 hours, please do not attempt to reset the password until
after the 24 hour lockout time has lapsed otherwise the lockout period will be reset. Once the lockout
has lapsed follow the steps to reset your password.

Updating account information

Once an account has been registered in the system, users will be able to update the information
associated with their account (such as name and contact details) by updating their user profile.

If your health practitioner details (AHPRA Number, Prescriber Specialty, or Practitioner Type) need
changing, please reach out to SAS.Support@Health.gov.au

%:5 Australian Government i
Department of Health and Aged Care Reg“latory and Compllance Example ACCOUnt .

Therapeutic (ioods Administration

Profile
My invitations
Home SAS Home Page SAS Dashboard Affiliated Sites AP Dashboard AP Reports SAS/AP Submissi  Change password

R ——
Sign out
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Affiliated sites

Purpose

To enable better oversight and management of applications and notifications submitted via SAS, the
system allows users to share applications and notifications with other users who are affiliated under a
Site (such as those working at a particular hospital or pharmacy). In sharing applications and
notifications with a particular Site, other affiliated users can then identify those submissions and
access any documentation that may be relevant to the procurement of the good (such as copies of
approval letters).

Site registration

Any user may register a Site in the system. It is important to note that the user who registers a Site will
automatically become the Site Administrator. Site Administrators can:

+ Send invitations to affiliate with the Site via email.
e Accept or reject requests to affiliate with the Site.
« Edit the details of the affiliated Site (Site name, location information etc).

¢ Assign other users as Site Administrators (assuming they have successfully affiliated). To register
a new site in the system, follow the below instructions:

1. Select the ‘Affiliated Sites’ tab.

*  Australian Governmen .
w l:cp:lrtm(‘m of Health u:d Aged Care Reg u Iato ry a nd co mpila nce

Therapeutic Goods Administration

Example Account -

Home SAS Home Page SAS Dashboard Affiliated Sites AP Dashboard AP Reports SAS/AP Submission Validation

2. Select ‘Register a new site’.

My affiliated sites

All sites

3. Read and acknowledge the following declaration.

Register new affiliated site

| have read and understood the above declaration *
O Mo @ yes

3 @ Organisation

Special Access Scheme (SAS) Online SysjEp |@tidg Page 16 of 52
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4.

Select the lookup icon to search for the organisation you wish to register the Site against.

Register new affiliated site

J iosk we baloew Yow can searsh o
LR R

[

Bb BAASSRS e B T SRR DN SRR R il SURIANINS A
o2 st TOA @ oy canact Bng your

Wit By WL 55N R B
T GrEanikaten yling & rame or AN Pl conts

I Crganisation Name *
g
f_.l'llllll._’ Thes gals i3 currdvil &5 of OTOT20MT. Plaass ralsr
Drganisation 10 I dursiralisn Business Ragisier if you requin

furthar infaamadion AS0UT yOur orpanEancn. I you
e urabis i idenily Wour opewEsAAS naMme o
Augiraian Bupness Number ABN] plepse emas

SASEheath gov aw and prowide relevan! detads

S MO Y

S

@ S

ﬁF t Review

New organisations need to be added to the Online System. If your organisation is not available,
please email SAS@health.gov.au with the Organisation Name and ABN so that it can be added
to the look-up function. Once complete, this will allow users to then select that organisation and

register an Affiliated Site(s).

Lockup records ®
L% q
o  MName ABN Mame Type
v Example Hospital Nama B540840846 Main Entity Mame
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6. Once the organisation has been selected, provide the additional details associated with the Site
you wish to register. It is important to note that the ‘Site Name’ is different from that of the
organisation name. Multiple Sites may be registered under a single organisation (for example, a
hospital may wish to register individual departments under the single organisation, resulting in
various Sites). Once the Site name has been entered, the system will validate the uniqueness of
the name to ensure no other Sites exist that also use that name.

Organisatien Name *

I E Declaration “Wesfarmers Federabon Insurance”™

Site Name *

TEST SITE
Organisation
@ @ Your site name has baen succassiully
vabdated

@ Site details Location details

Suite/Room/Office

Review
R_X\ Address Ling 1°

I TEST ADDRESS -‘

Address Line 2

I |

Suburk ©

[sme |

State *

Lo ]

Postcode ®

2000 I

-

7. Review the details before registering the Site.

B, LT
Drgarington Mame
“EN .
Wertrman: Fedemtion lssurincs™

S0 Mamas ©

Locahon dedaits

o Sutle Fopom Office
Setw detads

\\D\
= @00 p—
l‘:._-{_ Aevarw
Adgress Lina 3
Swbuit ©
e
Padnzos ©
-
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8. Once the Site has been registered, it will appear under the ‘Affiliated Sites’ tab.

My affiliated sites

All sites
oo
Name 4 Name 4 Organisation Mame
TEST SITE “Wesfarmars Federabon a
IreSaaran s

MBI"IHQE as administrator

Name 4 rganisation Namea

TEST SITE Weslarmess Fedaration insurance [}

Adding a site administrator(s)

The role of a Site Administrator is automatically assigned to the user who first registers that site into
the system. It is important to ensure that the user registering the site for the first time is an appropriate
person as they will be granted rights to invite other users via email and approve or reject any requests
made by users to affiliate with the site (explained below). Users who are affiliated with a site have
visibility of all SAS applications and natifications shared with that site. Site Administrators may invite
other users who of their site to become additional Administrators.

1. To invite another user to become an Administrator, select the ‘View details’ button on the site.

My affiliated sites

adl sites

TEST BTE

".1'¢'|r'|<|-:_;{‘~ A% adminisiralor

g 4

2. Select the user you wish to invite to become an Administrator and select the ‘Edit’ button.

Affiliated site details

e e * Other affiliated users

Organiiation nama *

BB el T e A On

Lo ation details m
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3. Under ‘Site Administrator’, select ‘Yes'.

G Edit User
Affillated Site =
Test Phanmacy

Person *

Huy Tran

Sive Adrministrator
¥ Mo © Yes

4. The user will now be listed as a Site Administrator.

Affiliated site details

Sew e + Other affillated users
Organivticn Fums *
PHARMATY Lz + AT ST Afflated On
Mgy Traen Ve AT 345 Pt [~ |

Sending invitations to affiliate

1. Site Administrators can invite others to affiliate with a site by clicking the ‘Invite Users’ button.

Affiliated site details

Details

Site Mame * Other affiliated users

[ Example Alfilated Site |

Qrganisation Namse *

[ Examyple Organisstion | User 4 Administrator Affilkated On

Location details

Thare are no records bo '.'!l'||'- Yy

Suite/Room/Office

| |

Address Line 1°*

[ 25 Smith st |

Address Line 2

| |
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2. Invites to affiliate with the site will be sent via email. Email addresses can be entered individually.

Invite users

Affiliated Site

TEST SITE

Flease enter a single email address in the field below. IT vou would ke to enter a list of email addresses
please use the st entry field

Enter email Remave

addrass

Mo

3.  Or email addresses can be entered in bulk (each email address will need to be on a new line as
shown below).

Invite users

Affiliated Site

TEST SITE

Piease anter a list of email addresses in the field below with each address on a separale bne, Retumn to

zingle entry fiald

Enter amail
addrasses test@testcom.au
test 1@ test.coman
test?@test.com.au
test3@test.com.au
testd@test.com.au y
Meod
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4. The system will identify those users who do not yet have a personal account registered in the
system. In the below example, the 4 email addresses are not registered in the system. Upon
opening the email containing the invitation to affiliate with the site, the user will be required to
register a personal account in the system first. Once this has been registered, they will be
presented with the option to accept or decline the invitation to affiliate.

Invite users

Preans revieu pout arelabon et Beisny and cick Sl In pand e amalaton
Exisling usars (1)
These ussrs furranly have an sccount in the syshem and will ba senl a ink io view and choose 1o socepld

o dechneg your InvitaSon

» 1essEiest com sy

MOon-Existing users (4)
Thase USSs (Lrranlly 00 NOL Nave an BCCounl i I sysiem. Ty will ba 2ot @ B0 (o regisher an
sceount. Onoe My have signed up in the systern, Sy can view and choosa io acoept or dacing your
Invitalion

s testlgtest com s

» testhging coen b

* lesiigleslcomay

o lesbbFlestcom s

e

Requesting to affiliate with a site

1. Once a site has been registered in the system, users may request to join a site (rather than being
invited by a Site Administrator). Select ‘Request to join a site’.

My affiliated sites

All sites
§ Pogidod & furer e B Pt do joen @ wle
Mame 4 Hame 4 Drganisacicn Mame
TEST SITE TEST SITE “Westamners Fededaion &
insurance™
Manage as administrator
Name 4 Oaganksation Nama
TEST SITE “Westarmers Federalion InSwance™ -]

2. Select the look-up icon to search for the organisation to which the site is registered under.

Join a site

Organisatson Nams *

| 3

Afmslated Sne

| a]
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3. Search for the organisation by using the organisation name or ABN.

Lookup records

*654 | Q l

« Name 4 ABN Name Type

« Example Hospital Name 6549849846 Main Entity Name

Cancel Remove value

4. Once an organisation has been selected, users will be able to search all the sites registered
under that organisation. Select the look-up icon to search through the registered sites.

Join a site

Crguerepiepn Moy

A aled o

5. Inthe below example, only a single site has been registered against that organisation. Where
multiple sites have been registered (such as different hospital departments), identify and select
the desired site.

Lookup records x
Q
v Name Created On
v  Example Affiliated Site 05/03/2021 4:23 PM

Select Cancel Remove value
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6. Once selected, a confirmation message will be presented, and the request will be sent to the
Administrator(s) or the site for review.

Join a site

Your request to join this site has been successfully submitted. The relevant Site Administrator(s) have been notified and will be reviewing this request. You will be notified once
your request has been actioned
Click here to return to your list of affiliated sites

Approving or rejecting a request to affiliate with a site

1. Site Administrators will be notified in their user dashboard when a request to affiliate with a site
has been made. Site Administrators can review this request by clicking the link provided.

Manage as administrator

© There are 1 request(s) to join an affiliated site you manage. Click here to review and action them

2. Select ‘View details’.

Join affiliated site requests

5A5 Lini + e e e M Requesed Uy Resgm=aed On #

T 50 Pruiyrasy FEAERLATY e Sewagh 1008 455 M I

3. Site Administrators should ensure that the user requesting to affiliate is appropriate to view the
information that is contained in submissions that will be viewable upon accepting the request.

Request details

Please review the request 1o join the sie below and Choose T0 ApENoVe oF reject. Approwing This requess will affiliape the requester wich this site
Site *
Tirst Pharenacy

Organisation Masme *

FRARLAACY

fane Smith

Requested Cn

T90E2018 4.55 PM

D youn weand i approve this reqguesi? *
Wheve SAS spplications and notfications ane pabemitied, the TGA coliects personal information,
nciuding pevsonal decadls of the presonibeng bealth praceaionss andinr Sulsmitier 10 asegs the

APl atio Bk

riseribing Pebalth pracTErssr oF Bmiler wheie neciisary, The
TOA will gl collect informaton relating to pathents nchading i, Medical Recordl Number
DE), date of birth (DOE), gender and dagnosis

By Spiaronirsg Bhi riguiaiL, wou will Grant this requidting individusl ehi ablity 1o view SAS
spplications. and notfications that buve been affiilated with ths site, this vl inchude personal
nfeemration of health pracivonens, subemiciers and patients. Please snsure that

approprate for thip irdvidual 1o B abile 1o view this ndermasion prise 19 app
FeUeE
L]
[
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SAS/AP validation search tool

Health practitioners can use the SAS/AP submission validation search to view real-time information
relating to the TGA status of SAS and AP submissions. If there is an active TGA authorisation or
notification, the search tool will display the status of the submission and other relevant information.
If the search does not return any results, then the prescriber should be contacted.

To access the validation tool:

1. Open SAS & AP online system, login at the top right-hand corner.

2. Click the ‘'SAS/AP Submission Validation’ tab on the right-hand side

by -.; 4 Australian Gove 1] -
“ﬁ 2. peperiment e i e | REQUlatory and Compliance

Therapeutic Goods Administration

Home SAS Home Page SAS Dashboard Affiliated Sites AP Dashboard AP Reports SAS/AP Submission Validation

1. Enter the submission number provided by the prescriber and click ‘Search’.

Home SAS Home Page SAS Dashboard Affiliated Sites AP Dashboard AP Reports SAS/AP Submission Validation

SAS/AP Submission Validation

The validation tool provides real-time monitoring of TGA approvalnotification information under the SAS and AP scheme to support safe dispensing and supply of unapproved therapeutic
goods to patients. The tool does not replace and is not to be used in place of the TGA decision letter. Healthcare practitioners should be aware that each state and territory has its own
laws regulating the prescribing and dispensing of unapproved therapeutic goods.

How to use the validation tool

+ Use this search to view real-time information relating to the TGA status of SAS and Authorised Prescriber submissions. If there is an active TGA authorisation or notification, the:
search tool will display the status of the submission and other relevant information.
= Submissions can only be found by using the TGA reference number
s SAS (€.9. MB20-1234567 or MB20/1234567)
s AP (e.g. MAP20-1234567 or MAP20/1234567)
= If your search does not retumn any results then please contact the prescriber.

Submission number *

e.g. MB20-1234567 ‘

3. If the approval/natification is valid you will be shown the relevant details of the submission
including its status. If the submission is no longer valid or does not exist, an error message will
appear. In these cases, please contact the prescriber.

User dashboards

All users who have registered an account in the SAS & AP online system will have a personal
dashboard that displays information specific to SAS applications and notifications they have drafted or
submitted via the system. These dashboards differ between health practitioners and non-health
practitioners.
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Filtering dashboard information

1. Dashboards allow users to search and filter submissions based on the fields shown below.

IO Morw SkE st en

Patipr Subminaion
Salect § Sae Partient indtiaiy nCE Prescriber Prndisct date Status A Do

Select s pite w

Select » niatun w

There am rg submissons 1o Gsplay o thes vew

2. Users can also apply a uniform search across all available data fields by typing in the below text

box.
#L w
ol &
Patient Submiasion
Select Sibe Faterrd snihals [i )] Prescribes Prodeaci e iF  Stabws Achiors
Sebecta s W st 3 st L

Exporting submission data

1. Selection of submissions and selecting the ‘Save list as CSV’ link will download a local .csv copy
of the available data fields contained in the dashboard for those selected submissions as shown

below.
# Drafs w*  Submitled @ Expir @ Expred
Patient Submission
Select Site Patient initials coB Prescriber Product date Status Actions
Selectasite Selecta status -
i fest 14/00/1995  Ayyaz Ahmad Category 1-CBD medicinal 151172021 Under TGA Review ]
cannabis product (CBD206%)
o fast 14/08/1805  Ayyaz Ahmad Categary 1-CBD medicinal 151172021 Under TGA Review -]
cannabis product (CBD=95%)
i lesl 14/08/1995  Ayyaz Ahmad Category 1-CB0 medicinal 1511172021 Under TGA Rewiew (]
cannabis product {CBD280%)

Cloning submissions

All SAS submissions visible in a user’'s dashboard, including those submissions shared by another
user via an Affiliated Site, can be cloned. The purpose of this function is to reduce the administrative
burden of re-entering identical information into renewal submissions, or submissions for frequently
used unapproved goods.

Upon cloning a submission, previously entered information will be used to prepopulate a new draft
SAS submission. It is the responsibility of the submitter to review the information copied into the
cloned submission to ensure that the correct information is provided to the TGA.

Please be aware that the following information will not be prepopulated into the new draft by the
cloning function, and will need to be provided before submitting to the TGA:

1. Answer to whether the patient’s condition meets the SAS Category A definition (‘yes/no’)
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2. Intended date of supply
3. Any attachments uploaded with the original submission

4. Answer to the privacy statement on the Summary step (‘yes/no’)

Note: Information specific to State or Territory Health Department for medicinal cannabis submissions
will not be copied into the new draft submission. This information will need to be provided in Step 5
before submitting.

Identify the submission that needs to be cloned by filtering in the user dashboard; click the ‘Actions’
tab and select ‘Clone’ from the dropdown.

SAS submissions

© New SAS submission

# Drafts  Submitted @ Expiring @ Expired

Show 10 v & save listas CSV
Patient Submission
Select Site Patient initials DoB Prescriber Product date Status Actions
O Selecta site v Example A Select a status v
a Symonston TES 11/02/2000 Example Account Tebipenem 11/02/2026 TGA Cancelled \E\
@ View details
Previous - Next Showing 1 1o 1 of 1 entries &, Download receipt(s)
2] Clone

Navigate through the workflow and provide/update any relevant information specific to the new SAS
application or natification before submitting to the TGA.

Draft submissions

Draft submissions are saved when a user has entered information as part of a new SAS application or
notification but has not yet submitted this to the TGA. A draft submission saves information already
entered into the application or notification which can then be accessed from the dashboard for
completion at a later date. Draft submissions appear under the ‘Drafts’ tab of the dashboard. No
information is displayed in the ‘submitted date’ field.

# Drafls + Submitied @ Expiring @ Expired
Show 10 v & Save list as CSV
Patient Created
Site Patient initials DoB Prescriber Product date Actions
Select asite v Example A
Symonston Te 11/02/2000 Example Account Testosterone 11/02/2026 ]
Example Account Test 16/02/12026 ]

Non-health practitioners
Dashboards for non-health practitioners will not include the ‘Draft

Submissions’ tab as they are unable to submit SAS applications or notification to
the TGA as per the provisions of the Act and associated regulations.

Saving as ‘Draft’
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The system does not include a ‘save as draft’ button to be selected. A draft
submission is saved automatically when a user 1) closes their browser prior to
submitting; or 2) navigates to another part of the system outside of the workflow.

Completed submissions

Status of completed submissions

All SAS applications and notifications that have been submitted via the system will appear under the
‘submitted tab’ and will each be accompanied by a ‘status’.

SAS submissions

Balevi Bibe Fatient retiaty

g g v

Patharit Saornibaddean
oo Prescriber Product daie Status Actiong

A list of the status terminology can be found below.

Status Description
“TGA Approved” Reflects TGA's approval of a SAS Category B (SASB) application.
“TGA Completed” Completion of a compliant SAS Category A (SASA) or SAS Category C

(SASC) notification.

“TGA Non-compliant

Completion of a SASA or SASC notification where 1) the notification
was submitted greater than 28 days after supply; or 2) an incorrect type
of health practitioner has supplied the good.

“TGA Rejected”

Reflects TGA's rejection of a SASB application.

“Under TGA
Investigation”

When a SASA or SASC notification has been submitted and the TGA is
investigating the compliance of the notification with the SASA
regulatory requirements or SASC Rules.

“Under TGA Review”

Completion of a successful SASB application to the TGA to which a
decision is yet to be made on that application.

“TGA Withdrawn” Reflects the status of a SASB application that has been submitted via
the system and subsequently withdrawn at the request of the applicant.
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Downloading receipts and outcome letters

Users will have the ability to download receipts and outcome letters provided by the TGA through their
dashboard. This can be done on a single submission basis or a bulk download by selecting the
submissions of interest as shown below.

# w o @
& & L
PRme Subemitabon
Feiwct | R Pasgrd initialy L=} Frypcritesr Prosgact dase Statay Ll
Seiact Bl . Sebact 0 18
o L L9 198 Cpdegory §CHD masdonsl 1AL i TOA Forvarw &
cannate prodoct {CEDeR)
=3 L VR 1w Category §CHD mesdonal 1SR Uncier TOA Aevew [~
cannabe product {CEDTEES)
[~ sl TR TR Category | L) modcnal 111303 ke TOA Firvorwt @
cinnabe product {CEDESES)
= 1 gory 1-CE i Ly o [+]
L o Carvia i e &
T

Expiring and expired submissions

The terms ‘expiring and ‘expired’ are made in reference to the duration of supply remaining on a SAS
application or notification:

o Expiring means there are less than 14 calendar days remaining on the duration of supply of the
SAS application/notification.

e Expired means that the duration of supply approved/notified under the SAS has been exceeded.

W £ 'y
Patient Expiry
Select Site Patient initials DoB Prescriber Product date If  Actions

Select a site W

There ane no submisssons 1o display n his view,

ol D wrtnas

The purpose of displaying expiring and expired SAS applications and notifications in these tabs is to:

1. Prompt health practitioners to conduct a review of the patient’s condition post-treatment.

2. Ensure continuation of patient care by accessing unapproved therapeutic goods under the SAS
should the patient require further treatment.

3. If supply of the unapproved therapeutic good is still required after the expiry date, a new SAS
application/notification should be made for that patient.
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Submitting SAS applications and notifications

Pharmacists submitting SAS notification/applications for S3 unapproved therapeutic goods please see the
submitting S3 Products as a Pharmacist section below.

The online system has been designed to guide health practitioners down the correct SAS pathway
when seeking access to unapproved therapeutic goods.

To complete a SAS application or notification and submit this to the TGA via the system, go to
your dashboard and select ‘New SAS submission’.

_f. 5 Australian Government .
R b Regulatory and Compliance R

Deps of Health and Aged Care
:

Home SAS Home Page SAS Dashboard Affiliated Sites AP Dashboard AP Reports SAS/AP Submission Validation

SAS submissions

© New SAS submission

# Drafts + Submitted @ Expiring @ Expired
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Step 1 — Prescriber details
1.

If submitting as the prescriber, the details will be automatically populated from the account which

was registered through the system, as shown below. Note that contact details may be amended

prior to continuing.

Prescriber details

4re you tha preecriber? «
s

No

Title *
Dir

Flrst nams *

Example

Last mams *

Aocouni

Eusinesa or praciice nams *

Please review the presciber delails below.

Frincipal place of practice

Fharmmacists infending fo submit 2 Scheduis 3 product SUDMISSION peass select Yas fo Are you the
presorber?

AHPRA numier
MEDDOD1 234568

Practitiones type *

Medical Praditiones

Pragcriber apacialty

Emall =

| Example Practice

| | Examplefoocournti emnail oom

Address lna 1* Fhone

| 123 Example 5t | | 123412341234
Address lna 2 Fax

Suburd *

| Example Suburk

State =

ACT

Postcoda *

[
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2. If you are not the prescriber, the user will be asked to provide the AHPRA registration number for
the prescriber. The system will then search the TGA'’s internal database in attempts to identify
whether a profile associated with that AHPRA registration number already exists. If not, the user
will be required to provide the prescriber’s information before proceeding with the submission.

Note: The validation of this AHPRA ID does not refer to the AHPRA registry.

Prescribar Share submission

—o BZ

Youw can make this submission visible 1o 3 Sile you have an affilistion with onos it is saved [select site
below). Please nole thal shaing this submission wilth & Sile may allow olher affiliated vsers i view the

infarmalion conlained in this submission for the pupose of conlinuing patient care or sepplying relevant
Proguct ands
selaction —
E | . |

Prescriber details
Product detalls Spedify a new presariber below and dick O, or chick Canced o confinue using the current prescribes

s

Bhamacists tenaing i sphmit 5 Schegule 3 product SUbMISSion pease SSiec! Yas i A you the

O prescriber?
@ Fatiant dstalle
E) &re you tha prascriber? *

Yes @ Nao
] Prascriber AHPRA number *
= Summary
f MED 34567959

Mew prescriber details
Please provide the health practilioner details assocaled with the AHPRA number MED1234557090.
Click here 1o visit lhe AHPRA websile to search for this AHPRA number.

Tikle = AHPRA number
Sainct agt MEDT2I4567595
First name * Praciifioner type *
| | Soloct W
Last name * Prascriber apeclalty

n Cancel

Step 2 — Product selection

1. Select the type of unapproved therapeutic good for which access is being sought.

The TGA regulabes tharapeuBc goods as silbwer Medicines, Biologicals o Medical Devices. Thess
w defirlions muy differ from theds used in e cinicdl sefing For axhmpss, e TGA regulsles blasd

i

C@ products as medicnes and nol bickogicals. 1 s recommended That you search all three therapsulic good
types Defone uliksng the fres beod Junchon. | you use the ree lext fanclion and Calegonse your product
ACOMECEY, you vill b asiond bo withdravy the apphcationnobficabon ard creabs 3 e SUDIMESSI0N

Therapewtic Good Type *
O Medicing

£ Biokogical
& Madical Device

i

R ===

Patient detaily

é
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2. Upon selecting a type of therapeutic good, the user will be prompted to provide details of the
product such as the active ingredient, dosage form and indication. A look-up function is available
to search TGA's internal database of existing entries as shown below.

Therapeutic Good Type *
& Medicine

Biological
O hbacheal Device

Active ingredient{s) *
2]
Patient details

O The active ingredient(s) | need could nol be
found through the search tool

Dhosae form *

The TGA reguiales therapeulic goods a5 either Medicines, Biclogicals or Medical Devices. These
defiritions may difer from thoss usad in the clinical seifing. For example, the TGA regulaies blood
produscts a3 medicings and nol biclogicals. I is recommendsad that you seanch all three Therapeutic good
types befie uliisng B ee bod Tuncon. I you wis the e leod Sunclion and calegorse your producd
ancoiracily. wol vall e askad to valhar Fe Bhe 3RDECALSNSOLREAI0N and Créabe & Mévw SLbTEREDN

Medicine
Prodisct deiads Piease use e search balow o malos your product selaction (including aciive ingredient, dosage form

and indication)

A—

=

A

=

-

3. Use the search bar to identify the active ingredient. To search on partial text, use the asterisk (*)

wildcard character.

Lookup records X
*test Q
Choose one record and click Select to continue
v Name 4
] Candida Albicans Skin Test Antigen
[] Dihydrotestosterone
] Estriol/Oestradiol/Testosterone
@ Test Product |
Select Cancel Remove value
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4. If you are unable to identify the required information via the look-up function, select the checkbox
below the search field. This will allow users to provide a free-text entry to support the submission.

Prescriber
details

Product
selection

Product details

Patient details

Summary

The TGA regulates therapeutic goods as either Medicines, Biologicals or Medical Devices. These
definitions may differ from those used in the clinical setting. For example, the TGA regulates blood
products as medicines and not biologicals. It is recommended that you search all three therapeutic good
types before utilising the free text function. If you use the free text function and categorise your product
incorrectly, you will be asked to withdraw the application/notification and create a new submission.

Therapeutic Good Type *
® Medicine

O Biological

O Medical Device

Medicine
Please use the search below to make your product selection (including active ingredient, dosage form
and indication)

Active ingredient(s)

The active ingredient(s) | need could not be
found through the search tool

Other active ingredient(s) *

‘ Test Product ‘

Dosage form *
| ]

Indication *
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5.

If the product and indication are not able to be supplied by way of notification under the SAS
Category C pathway, the user is prompted to confirm whether the patient meets the definition of a
SAS Category A patient. This question is only presented as an option where the prescriber for the
submission is a medical practitioner). The answer to the below determines whether the
submission is processed as a SAS Category A notification or SAS Category B application.

New SAS submission

Prescriber
details

—®
e

Patient details

Summary

The TGAregulates therapeutic goods as either Medicines, Biologicals or Medical Devices. These
definitions may differ from those used in the clinical setting. For exampie, the TGA reguiates blood
products as medicines and not biologicals. It is recommended that you search all three therapeutic good
types before utilising the free text function. If you use the free text function and categorise your product
incorrectly, you will be asked to withdraw the application/notification and create a new submission.

Therapeutic Good Type *

®

Medicine
' Biological
© Medical Device

Medicine
Please use the search below to make your product selection (including active ingredient, dosage form
and indication).

Active ingredient(s) *

Product x| a |
l
[ The active ingredient(s) | need could not be
found through the search tool
Dosage form *
Dosage x | Q |
[J The dosage form | need could not be found
through the search tool
Indication
Indication x | Q |

T The indication | need could not be found through
the search tool

If a product is on the TGA's established history of use list the indication will state 'Category C
Notification’. Select this indication to submit a Category C notification. As this is a notification pathway
you will not receive a TGA approval letier.

The prescriber's practitioner type must be the same as what is listed on the TGA's established history of
use fist.

Ciick here to leam about the avallable SAS pathways

Does your patient's condition meet the following Category A definition? *
Patient is seriously ill with a condition from which death is reasonably likely to occur within a matter of
months, or from which premature death is reasonably likely to occur in the absence of early treatment.

O Yes
® No

If you select "Yes" your submission will be processed as a Category A notification. As thisis a
notification pathway you will not receive a TGA approval letter.
If you select "No' it will be processed as a Category B application.

The prescriber must be a medical practiioner to use Category A

Click here to leam about the available SAS pathways

Your pathway has been determined as:
Category B

This is an appiication pathway to be used when you can't access an unapproved product through
categories A or C. You must apply and wait for an approval lefter.

You must provide a suitable clinical justification for the use of the therapeutic good, including reasons
why products included in the ARTG are not suitable for treatment of the patient.

This pathway was determined based on the product and indication/purpese you selected and/or your
response to the question ‘Does your patient’s condition meet the following Category A
definition?". To change the pathway, change the product or your response to the above question.

Click here to learn about the available SAS pathways

Special Access Scheme (SAS) Online SysjEp |@tidg

V2.0 May 2026

Page 35 of 52



OFFICIAL

Therapeutic Goods Administration

Step 3 — Product details

For SAS Category B applications, additional data fields specific to the product are required to be
completed as shown below.

Prescriber Application pathway
details
Baszed on your selection in the previous steps, the pathway for this submission has been determined as:
Product Category B
EEIECUGE Click here to leam about the available SAS pathways
Product details (Medicine)
Product details
Active ingredient(s)
Test Product
Patient details Dosage form
Dosage
Strength * Strength Unit =
Summary
40 Milligram
Route of Administration *
Oral
Dosage and frequency (e.g., 1 tds) *
‘ As per prescription |
Expected duration of treatment * Duration unit *
24 | Month(s) w
Trade name
‘ Example |
Sponsorisupplier
‘ Example |
Intended date of supply *
‘ 01/04/2026 ‘ fun
Previous Save and Mext
Special Access Scheme (SAS) Online SysjEp |@tidg Page 36 of 52

V2.0 May 2026



OFFICIAL

Therapeutic Goods Administration

Step 4 — Patient details

Complete the patient details section and attach any supporting information via the upload

function.

x©

©®

I
A

Prescribar
datalla

Product
selaction

Product detalls

Patiant datalla

Summary

Fatient details

Patient Inltiale

E |

Date of birth *

1]

| 01,0142000

Gandar *
# Male
Female

Indeterminateinierses/ Unspecified

MRHN

| Example |

Pravious 34 5 momibar

| Example |

Diagnosis

Dlagnosiaes) rebavant to thls 54 3% submizalon *

Example

Clinical Justification =

Example

s

The Spedal Aooess Scheme is available for excepiional croumstances whene the prescrbing health
practitioner has considered apprapriate treaiment oplions induded in the Australizn Regisier of
Therapeulic Geods (ARTG).

| have consldersd approved and avallable treatments for this patiant =

o Yes

No

Supporting information

Do you have any recent spacialiet reporte or additional
Infarmation to support your application? =

H Yag
Mo
Hama 4- Modifled
I Emais ghaut 2 hours a0 =

Additional information
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Step 5 — Summary

Acknowledge that you have read and understood the following disclaimer to submit the SAS
application or notification to the TGA.

Privacy siatement and consent

Thank you for your applicaioninetfication under the Spedasl Access Scheme. The TGA collects persona
infarmation, incheding persanal detsils of the prescibing health practioner, the person submilting the
mpplicatandnoification, and personal mfoernation about the palient, to assess the application and conlac
the: health practilioner or submiller where necessary, In nrelation to 345 C nofications, certain pes of
persanal information abowst prescribers and patients are required by faw io be provided 1o the TGA by
pre=ibars.

With the exceplion of spplications and rolifications for medicinal cannabis praducts, @e TEA does not
coflect the name ar conlact debsls of patients and sesks @ lmil the collection of patient informalion ta
whal is clinically necessary. Personal information aboul pafents thal is coflecied consists of the patient's
iniliz=, Medical Recont Mumber (MRMN) (i prowided), date of brth (DOB), gerder, dagnosis and
indications for which the medicine s presoribed. Yoo mest inform your patienl et the TGA colects this
infarmation belore submiting your application nodificalion.

With applications for medicnal canrabis product=. this online sysiem allows health practitioners 1o
concurrently subirit applicalions 1o Stale and Terilory authonlies with respansibiilies Tor therspeutic
poods. For =uch applicalions, addiional personal nfermation such as full name and resdenlial address
of ther pafient mary be collected (o salisfy the reguirements of the relesant pisdiction. Once this
infarmalicn specific Io the siae or lemiory spplication has been provided 1o amy relevant Stade or
Terrriory mulhority, # wil not be availsble in the online sysiem and will not be vishile to other users

Piease note that lhe applcalicninotification congaining persanal infarmation about you mnd your paBent
mity be viewed by ather registered users of the system & the place you wark. Generaly, these e
may apcess the applicaSon/notification for e prpose of processing the spplication incleding supplying
mocds under the spplicafoninotificalion or for e purpases ol canfmuing palienl cane,

Your personal information, thie pessonad information of patients referred 10 abave, and the oulcome of
your applicaioninotficatiaon may alzo ba viewed by other regisiered health professonals {e.g
pharmadisis) thal have aocess to tis porial and 1o the applicable applicationnotification number.
Generaly, these repsiened users may view applicaioninodficalion detsls for the purpose of ensuring
laweful supply of tnapproved ferapeutic goods under & TGA authonsation or examplion o patent with
= valid prescoplion.

The persanal information you provide about yaw and your patient and the outoome of your applicaion,
including the TGA dedsion lelter, may be d=cdosed to Siate and Terntory suthorities wilh responsibility
far therapeutic goods ar medical practitioner regisiration. Othensise, the perseral infarmalion you
provide will only be disclosed with your corsent, whene aulthorsed or requined by [aw, or as olhersise
pemilted under the Privacy Act 1880

Further informalion about privacy, induding a nk to the depariment's privacy palicy, is available =t
it i g g o o vy
In submitting this appiication'notfication, |:

»  consenl i the collection, use and disclosure of my persopal information, and the disclosure of the

oulcome of my application to 2ate and Temitory avfhorilies, and ather registerad heallh
professionals, as sel oul abawe;

= confirm that my palient consenls o the collection and disclosure of their personal informason as seq
ol abawe.

In the case of appications and noffications for medicinal cannabis products, | confirm thak
= the patient, or the pafents parenl or guardian (i applicable), kas given their consenl that the
pabienl’s personal mfomatian will be collected and used for the pupose of this application or
malificaton. and
»  the pafient, or the padents parenl or guardian (if applicable), kas given ther consent that the
palienl’s personal mfomstion may be dedoeed o reevan] StateTerrilory authorilies with
respansbiilies for therapeulic goods and heallh pracifoner conduct for e purposes of ensuring
lawful supaly of the product in thal juisdiction,
| hava read and underetood the Privacy Statement and Conesnt =
1 Wy

0 Mo
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Submitting S3 products as a pharmacist

S3 submissions can be made through the same SAS submission process as all other unapproved
goods. Some additional steps are required to ensure submissions are correctly received by the TGA.

To complete a SAS application or notification and submit this to the TGA via the system, go to
your dashboard and select ‘New SAS submission’.

s
if-}b Australinn Government -
“-1’-‘ Department of Health and Aged Care ReQUIatory and com plla nce Exampie Ronotnts
Therapeutic Goods Administration

Home SAS Home Page SAS Dashboard Affiliated Sites AP Dashboard AP Reports SAS/AP Submission Validation

SAS submissions

© New SAS submission

# Drafts v Submitted @ Expiring @ Expired

Step 1 — Prescriber details

Select the ‘Yes’ option for ‘Are you the prescriber’, the details will be automatically populated
from the account, which was registered through the system, as shown below.
Note that contact details may be amended prior to continuing.

Prescriber details

PharmaCists intEnding o SUbMIT 3 Scheduls 3 POCUG! SUBMISSION please Select Yis i Are you the
ESTDEr?

Are you the prescriner? *
# Yes
Ne

Please review the prescriber detais belaw.

Title *

First nams *

Last name *

Principal place of practice

EUBINSss Or practics nams *

AHPRA numoer
V0001234568

Frachtioner typs *

PTaacrier epecialty

Emai~

Example Fractice

ExampleAccountilemail com

Adaress lina 1+

Fnone

| 123 Exarnple St

| ‘ 23412341234

Anoress ine 2

Fax
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Step 2 — Product selection

1. Select the type of unapproved therapeutic good for which access is being sought.

The TGA reguisbes tharapeulic gocds as sitter Medicines. Biologicals or Madical Devices. Thess
defrifons muay differ from thoss used in the cinical 3o8ing. For exampie, the TGA regulaies Blood
products 38 medicnes and nol biological 1l i recommendad that you seanch all Thres herapsube good
types bafons ubiksing e fres beod funchon. B you use the fres bed fanction and calegonss your product
AT, 0w vl D F5ied o wilhedr vy the Spphcabionnobficabon ard creale 3 nevw SameEsion

Therapewtc Good Typs *
2 Medicing

2 Biplogical

) Madical Device

@ Product details

S}@ Patient details

e e

2. Upon selecting a type of therapeutic good, the user will be prompted to provide details of the
product such as the active ingredient, dosage form and indication. A look-up function is available

to search TGA's internal database of existing active ingredients, their dosage forms, and
indications, as shown below.

Patient details

@) -
oo

Summary

The TGA regulales therapeulic goods a5 eiber Medicines, Biologicaly or Medical Devices. These
definitions may differ from those used in the clinical seting. For example, the TGA reguiaies bicod
prodiscts a3 medicinés and nol biclogicals If is recommendad that you saanch all three Terapeutic good
typed baftvs ulilisng B ee bod Tuncboh. I you s the e e Sunclion And clegoiss youl produd
mcomechy. you will be asked o vithdras the apphcationmolfication and creale 3 e SUDTSSoN

Therapeutic Good Type *
# kledicine

I Bisogical
O Madical Devics

Medicine
Please use e search below lo maloe your product selection (including active ingredient, dosage fiorm

and indicxtion]
ﬂ

O The active ingredient(s) | meed could nol be
found through the saarch tool

Active ingredientis) *
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3. Use the search bar to identify the active ingredient. To search on partial text, use the asterisk (*)
wildcard character.

Lookup records x

‘nicutinr;-l Q

Choose one record and click Select to continue

MName 4
AP 170 - Nicoting in solution, salt or base form

Micotine Buccal Pouch

gja al <

Micotine/zero nicotine therapeutic vaping goods (inci substances, kits, and goods in vaping packs)

St Cancel Remove value

4. Use the search bar to identify the dosage form. To search on partial text, use the asterisk (*)
wildcard character.

Lookup records x

*solid Q

Choose one record and click Select to continue

v Name 4 Strength Strength Unit Route of Administration

[« Solid/Liquid . Milligram/millilitre Inhalation

m Cancel Remove value

5.  For Schedule 3 Products included in the SAS C list, type “S3” into the search bar and identify the
indication that includes ‘Category C’ as part of the text. To search on partial text, use the asterisk
(*) wildcard character (e.g. “*S3”).

Lookup records x

Choose one recond and cick Select o contnue

o Name 4

E S3(0TC) Category C - 20mg/ml of less lor Smoking cessabon of managemant of ncoling dependancs in
patients 18 and over (M165)

[] 54 (Prescription) Category C - Smokng cessabon of management of nicoline dependence in pabents 16 and

Cancel Rewmcve value

Note: If the indication you select does not begin with “S3” then the prescriber listed in step 1 should
not be a pharmacist.
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Step 3 — Product details

For S3 notifications, additional data fields specific to the product are required to be completed as
shown below.

Application pathway

Based on your selection in the previous steps, the pathway for this submission has been determined as:
Category C

Click here to learn about the available SAS pathways

Product details (Medicine)

Active ingredient(s)

Nicatine/zero nicotine therapeutic vaping goods (incl substances, kits,

Therapeutic vaping product type ~

Select ~

Please select the vaping product type that will be provided to the patient.
If you think you may prescribe both nicotine and non-nicotine vaping products, select "Nicotine
and/or zero-nicotine vaping product types.”

Dosage form

Solid/Liquid

Expected duration of treatment * Duration unit *

‘ Select ~

Intended date of supply *

DD/MM/YYYY ‘ ]

Previous Save and Next
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Step 4 — Patient details

Complete the patient details section and attach any supporting information via the upload function.

Prescriber Patient details
details

Patient initials *

= |
Product
selection Date of birth *
| 01,01,/2000 | &
Gender *
Product details @ Male
O Female

O Indeterminate/intersexfUnspecified

MRN
Patient details | ‘

Previous SAS number

Summary

S
=

Diagnosis

Diagnosis(es) relevant to this SA S submission *

Example

The Special Access Scheme is available for exceptional circumstances where the prescribing health
praciitioner has considered appropriaie tfreatment options included in the Ausiralian Register of
Therapeutic Goods (ARTG).

| have considered approved and available treatments for this patient *

® Yes

O No

Supporting information

Do you have any recent specialist reports or additional
infermation fo support your application? *

w Yes

O No

Name 4 Modified

Im Emails 21/04/2026 9:57 AM ®

Additional Information

Example

Previous Save and Next
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Step 5 — Summary

Acknowledge that you have read and understood the following disclaimer to submit the SAS

application or notification to the TGA.

Frivacy statement and consent

Thank yau for your applicaionnoificalion under the Spedal Aooess Scheme. The TGA collects personad
information, imcluding personai delails of the prescrbing health praciiones, the person submitling the
spplicationimotificalion, and persanal infeermaton about the patien, to assess the appliceion and conlsa
the: health practiioner or submitter where necassany. InrelsSon ta BAS C nobficalions, certain bypes of
persanal information aboud presoribers and paient= are required by faw lo be provided 1o the TGA by
pre=cribers,

With the exceplion of applicaions and nalilicatons for mediciral canmabis products, e TEA does not
collest the name or conlact delsils of palienls and seeks a lmit te collecion of patient informalion kb
whal is clinically necessary. Personal information shoul patienis thal is colledied consists of the paient’s
initims, Medical Record Number (MRMN) (if provided), dade of birth (DOB), gender, dagnesis and
indications for which the medicine & presaibed. You muest inform your patienl that the TGA coliects tis
infarmation belore submiting your spphcation' notification.

With applications for medicnal cannabss products, this online sysiem allows health praciifionens (o
concurrently submit applicalions bo State and Temilory authorilies with resporsibiilies for Sherapeulic
paods. For such applications, addiional personal informafion such as full name and resdenlial addmess
of the paient may be collecied io salisfy the reguirements of the relevant uisdiction. Onoe this
infamalicn specilic 1o the state or ermiory application hos been provided Io amy relevant Siade ar
Territory mathority, it will not be available in the online system and will not be visble to other users.

Please noie that the appicaticrinolification containing persanal infarmation abowt you and your pationg
may be viewed by olher registered users ol the system ad the plbioe you work. Genemly, these users
may access the applicaion’nolifiction for the purpese of processing the application mckeding suppéying
poods under e spplicafonmotificalion or far the purpases of conBnuing patienl care.

Your personal informalion, the personal mformation of patients refermed o above, and the oulcome of
your applicationnotfication may aso b viewed by other regisiered bealth professonasis (eg
pharmacists | that have acoess b this porial and o the spplicable applicationnoffication number.
Generaly, hess registened users may view spplicafoninofifcation delals for the purpose of ensuring
lawful supply of napproved frerapeutic goods under @ TGA authonsadion or exemplion o a palient with
a valid prescriplion.

The parsamal informatdian you prowide aboud yau and your palient and the ouloome of your application,
inclsding the TGA dedision letter. may be disdosad fo Siate and Termtory sutharities with responsibility
far therapeutic goods or medical praciiioner registration. Othersise, the persenal infarmation pou
peovide will only be disclosed wilth your cormend, whene authorteed or required by lew, or as alhersise
parnilbed under the Privacy Act 1888

Further informalion about privaacy, induding 2 nk ta the depariment’s pivacy policy, is available a
bl et e, S g o, 2 e R

In submitting this application/notification, 1

«  consenl i the collechon, use and disdoeure of my personal information, and the disclosure of the
oulcome of my application to Stabe snd Teritary auihorilies, and ather reg=temnd haalih
professicnals, a5 el oul above:

« confirn that my patienl consents o e collection and disclesure of their personal information as e
oul abave.

In the case of appications and nodfications Tor medicing cannabis products, | confirm that:

= lhe patent or the patent's parenl or guandian (f applicable], has given ther consent tha the
palienl's persoral Bifommation will be collected and used for the pupose of ths application o
ralificaion; and

»  the patent, or the pafent's parent or guandian (if applicable), kas given ther consent that the
patient's persaral infamation may be dscosed to rdevant StateTerrilory autherilies with
respansbiilies for herapeulic poods and health pracifoner conduct Tor the purpases of ermarng
laweful supply of the praduct in thal jurisdiction.

I have read and undsreiood the Privacy Statement and Coneent *
L] Yes
L) No
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Medicinal cannabis submissions

In April 2018, the Commonwealth and State and Territory Health Departments announced a
collaborative approach to streamline access to unapproved medicinal cannabis products for Australian
health practitioners through a ‘single-in’ application process where medical practitioners can notify or
apply to both the Commonwealth and the relevant State or Territory Health Department (where
applicable) to prescribe and supply medicinal cannabis products via a single application. Historically,
prescribers of unapproved medicinal cannabis products had been required to separately apply/notify
the TGA and the State or Territory Health Department (where applicable) for approval/authorisation to
supply these products.

Note that only one state or territory can be applied to for a single application. In instances where
multiple state/territory authorisations are required, the additional authorisation will need to be sought
directly from the State or Territory Health Department. Contact details are available on the TGA
webpage contacts for State/Territory medicines & poisons regulation units

When not to use the system to submit medicinal cannabis
applications

There are circumstances where the TGA’s SAS & Authorised Prescriber Online System should not be
used for medicinal cannabis submissions. These circumstances include:

« Where the prescriber of the unapproved therapeutic good is not the prescribing health practitioner.

* Where the prescriber is in possession of a current TGA approval and the notification/application
only relates to the state or territory. A notification or application in these circumstances should be
made directly to the relevant State or Territory Health Department. Contact details are available on
the TGA webpage contacts for State/Territory medicines & poisons regulation units

Notifying or applying to a state or territory health
department via the system

1. Upon selecting ‘medicine’ as the therapeutic good type, the prescriber will be prompted to provide
details of the medicinal cannabis product such as the active ingredient. A look-up function is
available to search TGA'’s internal database of existing entries.

w The TGA regulales therapeulic goods as either Medicines, Biclogicals or Medical Devices These

Prescriber definitions may differ fiom those used in the clinical setiing. For example, the TGA regulates bliood
ree Serapeutic good

types bafoes ullising e free bad funciion. If you e the fee fexd funclion and calegorise your produc
ncomectly. you vall be asked bo withdraw e application/molification and creabe a new submission

—®
Therapeutic Goad Type *
@ Product ® hhadicine
SEECtan Biological
h Medical Device
Medicine
Product detais Please upe ihe search below bo mais your product selection (inciuding acive ingredient, dosage fiorm
@ and indication

Artive ingredientis) *

[ [o]

The active ingredient(s} | need could nol be

details products as medicines and nol biclogicals. It is recommeandad that you ssarch

SO)@ Patient details

found through the search baol

:Ey el Daasge form *
Irsclisc-aticn *
e
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Lookup records *
*Category Q I
1 AP Estab. Hx-Category 2: CBD dominant medicinal cannabis product (CBD260% and <98%) “
1 AP Estab. Hx-Category 3: Balanced medicinal cannabis product (CBD <60% and 240%)
[ Category 1: CBD medicinal cannabis product (CBD=98%)
] Category 2: CBD dominant medicinal cannabis product (CBD=60% and < 98%)
] Category 3: Balanced medicinal cannabis product (CBD = 40% and < 60%)
| Category 4: THC/other cannabinoid dominant medicinal cannabis product (CBD 22% and <40%)
| Category 5: THC/other cannabinoid medicinal cannabis product (CBD <2%)
v
a Cancel Remove value

In selecting a medicinal cannabis active ingredient category from the look-up function, the prescriber
will then be prompted to select whether a State or Territory Health Department should also be notified
or applied to as part of the submission. It is the responsibility of the prescribing healthcare practitioner
to know the legislative requirements of the jurisdiction(s) in which they are practising.

The TGA regulates (erapeutic goods as either Medicines, Biologicals of Medical Devices. These
m Prescriber definitions may ofer Fom Mose uled in the cinical SeNing. For axampie, he TGA reguiates biood
f.: details Broducts a3 Medicines and net biclogicals. It i recommanted That you search all thres INerapeutic good
types before ulising the ree taxt Aenglion. I you use the free bexd Tunchion and calegorise vour product
incomactly, you will ba asked o withdraw tha applcalion/nolification and creabe a new submission

Thesapeutic Good Type *
& Madicing

Biglogical

Madical Davice

Medicine
Flease uze N8 SEANCH DElow 10 MEKE FOUT product TEIECton (inGuding Bcthe ngredient, 0osage form
and ndication)

Active ingredienils) =

%} Patient dedails Category 1-CBD medicinal cann. | 3 Q I

The actve ingredient(s) | need could not be
found through the seanch lool

Summary Dosage Tom *

=4 Capsule ®x | Q I

The desage form | need could nod be found
fhrough the search tool

Indecation "

The indication | need could not be feund
Eough Bhe Sedich Mool

D0 yois ke 10 ALty OF APPlY to & SLALE oF lerrilory Nealth department? *
In @ngering ‘yes o this quéstion, you will be a5ked to seeect which state or lerritory haalth depanment
you vould like io nolify o appey to. Upon selection, you will be presented with addiional data fieids that
are SpCIic 10 [he £1ale oF WTony AppICEbON of NotSCalion. You do ol néed to Separabily apply 1o of
Nty e State of MRy haalth dapafment onca IS information has Deen SubMitted via this System. |f
¥OU e unsure, please contact e redevant siale or teemibory healh depariment to clandy belore
proceqding with this submission. Contact details for state and bembory health deparimenits may be found
on our wetste. Please note that the person submitting this must be the prescribing health
practitioner

Yes

Mo, | e determined a1 the Bme of this submizsion 1hat no Stale of Ternitory Hesln Department is
required to be noided or appled fo

2. If‘Yes' is selected to the above question, the prescriber will be asked which State or Territory
Health Department should receive the notification/application. If you need to notify or apply to a
State or Territory Health Department not included in the system, you will need to contact the
State or Territory Health Department directly.
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Please indicate which state or territory health department should be notified or applied to *

The ability to submit medicinal cannabis applications/notification to all state and territory health
departments is not currently available via this online system. I your state or territory is not available,
please leave this field blank and proceed with your SAS submission to the TGA. If you need to notify or
apply to a state or territory, you will need to do this using the available paper forms located on their
website

3. Determine what SAS form type (Category A or Category B) should be submitted to the TGA.

Please be aware that although individual imports of medicinal cannabis in response to Category
A notifications are processed within 2 working days, shipping time substantially delays delivery
to the patient. Australian held stock can be accessed through Category B applications which are
generally processed by TGA within 2 working days of receipt. Consequently, patient access may
be faster through Category B than Category A.
Moting the above, would you like to submit a Category A notification? *
O Yes
O N
4. Enter the product details.
Prescriber Application pathway
details
Based on your selection in the previous steps, the pathway for this submission has been determined as:
Product Category B
ESecitn Click here to learn about the available SAS pathways
Product details (Medicine)
Product details
Active ingredient(s)
Category 1: CBD medicinal cannabis product (CBD=983%)
Patient details Dosage form
Capsule
Strength * Strength Unit *
Summary
CBD=98% Percent
Route of Administration *
Oral
Dosage and frequency (e.g., 1 tds) *
L&s per prescription
Expected duration of treatment ™ Duration unit *
‘ 24 ‘ Month(s) v
Trade name
‘ Example ‘
Sponsor/supplier
‘ Example ‘
Intended date of supplv *
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5. Enter the patient details.

Prescriber
details

Product
selection

Product details

Patient details

Summary

Patient details

Patient initials *

= |

Date of birth *

‘ 01/01/2000 | B

Gender *

= Male

O Female

) Indeterminatefintersex/Unspecified

MRN

‘ Example ‘

Previous SAS number

‘ Example ‘

Diagnosis

Diagnosis(es) relevant to this SAS submission *

Example

Clinical justification *

Example

Intended manitoring

Please provide details of intended monitoring =

Example

The Special Access Scheme is available for exceptional circumstances where the prescribing health
practitioner has considered appropriate treatment options included in the Australian Register of
Therapeutic Goods (ARTG).

| have considered approved and available treatments for this patient *

® Yes

O No

Supporting information

Do you have any recent specialist reports or additional
information to support your application? =

O Yes
® No
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6. When a State or Territory Health Department has been selected, an additional step will be
included in the system containing the data fields relevant to the state or territory application
process.

Application to NSW Health required *

Daly complede this guestion i poor patient Belongs to any of e mendioned cadeqones balow. I¥
itheT rOSpOnSE Opdons apply, plaase roconsioe your submission ar the Product Seechion Sep
OF CONERCT NSW Haalth for aasisrance,

I8 e patsent drug dependant

9 e

L]

A drpg cecsndind serson” mesng & pEricn who Rad Soguingd. &5 & nical of repeaied sdminsingd
drog of scicichion or @ prohbdeg gy B meaning of e NSW Drug Msuse and Traficiong At

and Thevageube Goods Acr 1566)

1% Wi patient aged under 16 years
e
* Mo

For pabents sped wnder 16 jeans. medcal Drachitonivs Mquing an sXemplion under Sechon 173 (44) of
ihe Chadran ang! viaung Persons (Cane and Proiecicn] Acl 1698 Sefiore prescnning & 58 drug of
SODehon for mars Mk 10 iy i &y panod of 20 diys, unk el i for CAnces The emsmpien
15 requpsied fam e Secelary of Oepartment of Commundes and Jushice by the Secretany of NSW

Hegan

Pradsn nole, 85 Der NSW lepisialvg regqueamants, NSW authonly & nol neguingd 33 arescnbi midcangs
ncisded i Schedulp 4 of Me Poisons Standand

Addibonal pabent details

Summary First nams *

| l

7. Once all the information requested in the system has been completed as part of the submission,
the prescriber will then submit the application/natification. In submitting the application/notification
via the system, both the TGA and selected State or Territory Health Department will concurrently
receive the application information. This means that prescribers do not need to then separately
notify or apply to the relevant State or Territory Health Department.

8. The TGA and relevant State or Territory Health Department will each conduct their own
evaluation processes on the information submitted via the system. It is important to note that as
part of these evaluation processes, the TGA and State or Territory Health Department may
contact the prescriber seeking further information in support of the application.

9. The prescriber will receive a single email from the TGA containing both the TGA and state or
territory outcome letters within 48 hours (2 business days) of having received all information
required to evaluate the application.

TGA contact details

Gather the following information before you ask for help with the SAS and AP Online System:
e description or screenshot of error
e submitting practitioner's name
e username for SAS and AP Online System
e email address used for SAS and AP Online System
e AHPRA number
e web browser used (for example Chrome or Edge)

e SAS/AP reference number (if applicable).

To get help email the above information to SAS.Support@health.gov.au.
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