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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. Toreduce
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.
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Terminology

Definition

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.

Features of the SAS & authorised prescriber

online system

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.

Users have a dashboard within their account where they are able to:

—  Track the status of their application (in the case of SAS Category B).

—  Search previously submitted applications and notifications 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.

— Identify applications and notifications that are expiring (i.e. duration of supply is running out)
or that have expired, prompting health practitioners to conduct a review of the patient’s
condition and resubmit SAS applications/notifications as required.

— 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:

« A new, unique 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).

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

1. Inorder to register a personal account, select Special Access Scheme (SAS) from theRegulatory
and Compliance Portal home page.

.:th Aursdealian Gy mieond »
j:; ey e Regulatory and Compliance

Welcome to the Regulatory and Compliance Portal.

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

Special Access Scheme & Authorised Prescriber Scheme Online System “:

The TGA it & responsibiity t0 Encourage T use of Ihvapeulic Qoods Thal an ncuded @ I Ausinahin Regee of Thempeulic Goods (AR 00 838 (hese piodacts have been
wralualed 10 engune Iey meed sinct Siandands of safiely, gually and efeCiventss.

The Specail Aocess Soheme (SA5) Snhd the Authoeised Prescrber (AR scheme aliow CEriain regisiansd Nesih pracitinners. i sotess. unigprovisT Merapeulic poods 1o pabents unosr
i Ciie

Prescriber responsibilities and conditions

. + LSS i exdepBonal CREmSIAnces whens e preScriting Healn pracifonsr ias fral consiaesd olfdy approprale Insaiment ophons nciaded in Ihe ARTS
m = Adhere 10 nefevant Handanss of pood medcal rRchios and oliain Fformod pabent Consent
* Fepon miverss sysnls of elEcls SIS0CiNEd Wilth e use of Bhe unapiroved IEapeutic ooas a e TGA

Enh. sl e - Rasouress for wehnical suppon

= Jiedical practibanets onky

Amithocasd o AP aDpACATIonS and pIESCriDer So-mmOninly nepodting data

Prescribes « AP apphcations for umanpioved mooing VEpE) proous winoul ine
nesd o alhicy commities apioval

& AP onineg SyFIEm guElance doumenl
= jedeinal cannabs applications- AF puck rglsrencs guke
& WOl viping produch Information b prescribens.

= Carinin regitead presonbing healh pracitiones

Spacial « A% Cahigory A and C nolibcabons and Calegory B apphcations + SAK oning § y palance documeni

Artuid « SAS appECAtons fof B0CeSS B UnapDved’ Medcinal Cannabts [eoducts s Wedicnal Cannaes appicainns- SAS qUICk Ielerenoe quide

Scheme 1 e TEA and cerain Stale o Termon Hegith Depatments + Iehonial CaRnabes. InSGrmation Hof heglth proleswnnals
ST ane oLy

Conlact |e Speinal ACDENE SeCion via Smas ot SASSREEN fov i F you réquice Suppoit

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

Register

Password reguirements

= Wit nrw pasdword mast be ditferens to wour Lt B passwords
= | Your prsswand can anty be changed once per day
* - ¥iour PasTHorH PLSE NAT CONEAN YSUF ACCOUNT Nams
= it pasiweaid mait b g rohimaam of 14 charaerd
» Yo passwednd i be b mairien of 127 chidasiers
= Wouir passwond midy contan.
o English uppercase characrers (A-I1
& Engiish kewsrcane characeers (a-2)
= Blumbes (0 through $
o Mozt pon-aiphabetic characters, inthding spaie e g 1@ FIRAE T jcx=? . =)

Az a sogewion. make use of a passphrase. Passphrases ane made up of four or more random wards making them lenger than a radiional password: This makes
them handsr 1o guess but eary oo remember. Pawsphrases should be long, unpredicrable, and unigque

Exrmail
Pasiwond

Conlirm pasawend

4. Aregistration confirmation email will be sent to your nominated email address:

Confirm registration

Yl will recelve an emadl shortly withe a link to confinm yaur reqistrathon.

Special Access Scheme (SAS) Online System guidance Page 8 of 51
V1.10 October 2024



Therapeutic Goods Administration

5. Click on the hyperlink in the email (note this link will expire in 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.dmz.development.tga gov.aw/portalaccounts/account/activate/af3f314¢-716d-4470-88d2-
c5f9d3b0ae14/288580002

This link will expire in 24 hours.

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

6. Log in with your username and password:

Australian Government

Department of Health
Therapeutic Goods Administration

Login to TGA Business Senvices

Forgotten your password?
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7. Complete your profile information. Your account registration is not finalised until you complete this

step and you will not be able to submit applications/notifications.

My profile

S S Bl e L S S Sy S

Personal Details

Aire you 8 Health PractiSiones
Mo v

Ttk *

reaniy wee S Aupaws Gew Toms e VNS00 40

1w g S e e

Health Practitioner Details
BHPRA Nuritsr *

MEDTASAESST

Practisoner Type ©

Sigday Capmmtary

Prescnibeer Specialty

Special Access Scheme (SAS) Online System guidance

V1.10 October 2024

Page 10 of 51



Therapeutic Goods Administration

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:

_ﬁi)ﬁ. smirstion Governme. | REgUlatory and Compliance

T 1T Depastmen of Fealth

Hame SAS Home Fage %45 Dashbeard My affiliated sites Authorised Prescriber Reports

My profile

Personal Details

A you a Haalth Practitionar
Mo T

Titse *

| a

First Mama *

Lazt Mama *

Preferred Hams

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;

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

e medical;

« medical radiation practice;
e nursing;

e midwifery;

e occupational therapy;

e optometry;

e pharmacy;

e physiotherapy;

e podiatry;

e psychology.”
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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. This is as per security requirements policy of the Department of
Health.

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:

Main Tesling -

&S} austratian Goernment | REQUlatory and Compliance
-'-u-_.-"_-'

" Department of Health

Home SAS Homa Page SAS Dashboard My affillated sites Awthorised Prascriber Dashboard At arts
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2. Enter your new password:

Password guide
v onar P password mmust be different 1o your Last 8 pessworts
= ‘four passwenrd Can onby be changed onoe per day
o Yous pasgvwnd must not CorLast Your J0Count namie o mone than bad consecuthe char actens of your full names
= ‘Your passwornd must be & minimum of 14 charamers
« o passwind must be a macdmum of 127 charadters
v Wousr passwond may contain
o [nglish uppercase characoers (A-T)
= - Englsh lowercate characters (a-2)
&  Numbers {0 through 9)
& Mot non-alphabetic characters, induding spaceseg R @SR A R* (1427, ./

AL 2 saggesticn, make use of 3 pasaphrase, Pesphraces are made up of four or mone random vwords making thim knger than a tradticnal password, Thiz makis
them harder 1o guess bux easy (o remembsr. Passphrases should be long, unpredictable, and unigue

Current password
W password

Canfirm new pagsword

Change password 3 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 restart. 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”

e =

The TGA it & responsibiity t0 Encourage T use of Ihvapeulic Qoods Thal an ncuded @ I Ausinahin Regee of Thempeulic Goods (AR 00 838 (hese piodacts have been
wralualed 10 engung ey meed sinct Sandands of safely, quaily and efeciveness

Special Access Scheme & Authorised Prescriber Scheme Onling System

The Specail Aocess Soheme (SA5) Snhd the Authoeised Priscrber (AR scheme aiow CEriain regisiarsd Nl pracitioners. 1 Sotess uniterovesT Meapaubic Poods 1o pabents unoer
thetir cane

Prescriber responsibiliies and conditions

. + LSS i exdepBonal CREmSIAnces whens e preScriting Healn pracifonsr ias fral consiaesd olfdy approprale Insaiment ophons nciaded in Ihe ARTS
m = Adhere 10 nefevant Handanss of pood medcal rRchios and oliain Fformod pabent Consent
* Fepon miverss sysnls of elEcls SIS0CiNEd Wilth e use of Bhe unapiroved IEapeutic ooas a e TGA

— — e Rescurces for tehnical

= Hiedical prachiioners. only
Amithociasd o AP appSCATons and pIECriDer So-Fontnly nepodting daia
Prescribes « AP apphcations for umanpioved mooing VEpE) proous winoul ine
need fo alhics oammites apiioval

= Carinin regitead presonbing healh pracitiones

Spacial & BAS Calegory A &nd C nolibcatiang and CHegory B applcations.
ey v 3AS apphcations fof B0CCSS B LnapQeryed’ meccinal Cannabts peoducs L
Seheme 0 Me TGA and cenain Stale or Termon Heaith Depatments

ST ane oLy

Conlact e Spaial AL0Ess. Secton via £mal ol SASEremn pow i ¥ you require Suppot

Special Access Scheme (SAS) Online System guidance Page 13 of 51
V1.10 October 2024



Therapeutic Goods Administration

2. Select “Forgotten your password?”

L Australian Government

G5 Department of Fealth
Therapeutic Goods Administration

Login to TGA Business Services

leername or legin ID

Password

Forgotten your password?

3. Enter your username and select “reset”

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

ds === TGA online—

o Confirm password resert

Yoo will redeog an email shorthy with a lirk [0 réset yousr passwond
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5. Click on the hyperlink provided to reset your password (note this link will expire in 24 hours after
receiving this email)

i Tem Tz,

A request was made to cesel your puisweed for the cobine oystem for the Special Access Scheme (5AS). Please follow this Eak 1o reet you pasoword. ket weed et TRESE0000 ST

et vhove Kk il exple = 24 B |

Please contact the TGA of vou believe theve bas bem 2 maitake.

6. Enter your new password

Reser password

Password guide

Yiour niew password must be different to your Lt 8§ pasteords

Your passward cin only be changed once per diry

Yeor password IS oL COMTEN your SCCOUMT NaMmse oF More than two monsecuive characters of your full name
Yo patsword musst e a minkmam of 14 characers

Y pasaward mast b a maximum of 127 characters

Your passward may contain

R

= English uppercase characters [A-2)

# English kowercase charagrers (3-2]

= MNumbers {0 chrough 51

» Mast non-alphabetic charadters, including spacese g '@ 88 R AR [] <7, =\

Ax a sugneszion, make use of 3 passphrace. Passphrases are made up of four or more Andom wonds making them longer than a madiional pasowaord. This males
thiem Barder 1o guess But dasy o nemember, Passphoases shauld be long, unpredictable, and unigue

Hew password

Confinm new paspword

7.

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 restart. 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:

sl suanisn Goenmen | Regulatory and Compliance
g Departnsest of Health

Main Tesling -

s
Home 545 Home Page 545 Dashboard My affillated sites  Authorised Prescriber Dashboand Auth{ Chanpt passaoid  wris
——
Sigh fun
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Affiliated sites

Purpose

To enable better oversight and management of applications and notifications submitted via the 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 are able to 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 have the ability to:

e 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).

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

=

Select the ‘My affiliated sites’ tab:

-ﬂff? Austration Goernmes | REGUIatory and Compliance
-

Departmsret of Health

Chandra test -

Home SAS Home Page SA% Dashboard My affiliated sites Authorised Prescriber Dashboard Authorised Prescriber Reports

2. Select ‘Register a new site’:

My affiliated sites

All sites

3.  Read and acknowledge the following declaration:

Register new affiliated site

n registenng & new Affdiaces See, | declare that
- : g
= | have the avihosity o register this Afilaied Site: and
Declaration « The infermation | hive provided s troe and ot
= | Bokmowiedge that giving false or misieadag nlormation (s 3 serious ofence
| have read and understood the above declaration *
3 @' Organisation

OHo ®ves
Special Access Scheme (SAS) Online System guidance Page 16 of 51
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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

k5l

-

@ Site details
r_:‘ Revhew

A

it M BRI DR PR B T BESSSONES oot B NSt AFSELENID PNl SRAER Rt MRIEARS R e
Rk o balow You 235 paich dor poget prgasiitios uabag & mime of AN, Piaase toriacs e TOA # you canact fnd your

L= Ll B e

Organiaation Mams *

This dala is cwrrenl A5 oF OTAOTZ00T Piaass ralfir
3 DRl Aikirabaet Bobind s Fsgraher f o iiguins
furthar informadion SBOUT your VpANEabon. I pou
e urabis fo ey your g REabOA s AT OF
Aggiraban Bupness Nundar ABA plepse emal
L st goy AL &g prosede redeyvant cetads

S5

2 — m

Lo

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).

Lookup records

v Name 4

654

ABN

Name Type

v Example Hospital Name

6549840846

Main EntitdName

Cancel Ramove value

Special Access Scheme (SAS) Online System guidance
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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:

. P o e e e Tl S iy
— S
Sate Mama ©
TEST SITE
@
Locabon detmits
m Sl Room Office
\\D. St detads.
AOSres Line 1
7l P —
l':._-{ Aevarw
s Adtress Liss 3
Swbuit ©
e
Padnzos ©
~
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8. Once the Site has been registered, it will appear under the ‘My affiliated sites’ tab:

My affiliated sites

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

MHHHQE as administrator

Hame 4 O ganisation Name

TEST SITE Weslarmess Fadaralion Ensurance™ -]

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 also 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 notifications shared with that site. Site Administrators may
invite other users who are affiliated with that site to become Administrators.

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

My affiliated sites

adl sites

TEST SITE Wide farrrepeg Fardecataon -

!'.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

Sate rame * Other affilated users

O Irrvine Lmars

Drganivation nams *

FakRALARY et ¥ ASnirriTa: Al D
Lo ation datails m
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3. Under ‘Site Administrator’, select ‘Yes':

(& Edit User
Affillated Site =
Test Pharmacy

Person *

Huy Tran

Sive Adrministrator
¥ Mo © Ves

Subrmit

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

Affiliated site details

| St rebme Gther affillated users

il PRArmMBLY

CHgarELaT Fume *

| PHARMADY

Ussr ¥ AP Adffaned On

iy Tra Yed GAATR20NE 345 P [~

Sending invitations to affiliate

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

Affiliated site details

Details

Sie Name * Other affiiated users

I Exarmple Adfdiated Site |

organisation Name * m
I Exariple Organisation | WUser 4 Adrministiator Affilkpted On

Location details = .
hore ang no records bo display.

Sule/Room/OMce

| l

Address Line 1°

I 25 Smith 5% J

Address Line 2

| J
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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
Mecd

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, the4 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. Once this has been registered, they will be presented
with the option to accept or decline the invitation to affiliate:

Invite users

Prgane i ot wrelaton el Betiny % 820 Solend fo nen® B erlatien
Exisiing usars (1)
Thess users currendy Rave an sccourd in the sishermn snd wil be senl 8 knk bo view anid chooss to socept

o déchng your invEaSon

» (esAEinsl com ey

MOM-ENsing users {4)
THEcs USE'E DFTaaly 00 NoL NavE BN SCCOCN % P9 TyEiem . Ty will b2 S0t & B9 b Fagiter an
seoount Onos Ty Rove signed up i (he Syshem Sy Can view ANd choose 10 Accept or dacing your
[l =

o test Eest com gy

= lestiiies] com s

o lesbFlEslcom s

-

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
having to be invited by a Site Administrator). Select ‘Request to join a site’:

My affiliated sites

All sites
0 Rogicdod a frwr wle B Rewpesd o o a i
Harme 4 Hame 4 Organisation Name
TEST SITE TEST SiTE “Westamners Fededaion a
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

Organisation Mame ®

| o]
Afliliated Skie

| 2]
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3. Search for the organisation by using the organisation name or ABN:

Loakup records

o Namme LEN Name Type

o Exampic Hospial Nams DGR HAT Main Ernity Mams

u ol st

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

Organization Mam= -

Example Hespital Mama = | L=

Affilated Site

| =]

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

v  Name Created On

v  Example Affiliated Site 06032021 4:23 PM

Sahond Caancad Remove valud
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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

Wier OGN BO g T BAe P Bpan sucoossiuBy subimdted The relevant Sie Acmmetratons] hv Do nofifioed and will Bo nessnwang Tht fogues]. Yo wil be natied once
your iecues] has besn actinhed
Cheid Pl b PRt e pour Bt o IS ARRS

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 fo review and action them

2. Select ‘View details’

' Join affiliated site requests

s L ¥ Leperesion Mame Requessed Uy Hegesaed On_f

Tt Pruarmay FHAMALY Jars Sty VDA L5 FM

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 DeaEw Che requesT o join the e below and Chooss 1D approve of rejecn. Appeawirsg this request will #ilace the requesier with this sive
Sie *

Terat Pharrmasy

Organtatsn Mame *

FraEiary

Repuited By *

Jang Sty

Requested On

RS0 4 55 PM

B0 s weane o approse this negues? *

Wihere 345 applications and noehicstion are iobmicted, the TGA collacts personal information,
Incfuding personad decails of the prescribing Bealth pracoeicnes andfor sobwmites 10 aasess this
AppliEan dnd {OALIE Th Sricribivey NsEh g BITEErer &f SLbretInd whets neCsitary, The
TEGA it sk eodignt mitpematon relsting o patients mckcheg indials, Mescal Becoer Humber
M, datn of berrh (DOE, gesnder and Sagnoss

By Bpreraeg Bhit reguintt, wou wil grant the requeting rdbvidunl the abiiey 1o whew SA5
apphcations and notifcations that bave been alfilated with thes site, this will inchade peronal
inforrranon of heaith pracioners, HateTimers and paTHras. Piats ersury thar £is
Spproprule oy This mdvicusl 1o b able b0 vies Thil Slodmation prdr 1S sppndwing thia
request

© s

i =17
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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

‘%’& e Regulatory and Compliance

Dirparimeni of Healib and Sged ©ane

erapoatic Cirods Adminmdration

Home 5AS Home Page SAS Dashboard Affiliated Sites AP Dashboard AP Reports SAS/AP Submission Validation
S —————

3. Enter the submission humber provided by the prescriber and click ‘Search’

Home SAS5 Home Page 545 Dashboard affiliated Sites AP Dashboard AP Reports SAS/AP Submission Validation

SAS/AP Submission Validation

w3 reguiiiing I peescnting and Sspinsing of wiapodoved Thefapsut poods

How to use the validation tool

e thes Seaech B0 view real-lime ricemation neabng 10 thir TRA siatus of SAS and AShoetsed Presciber Sl messin

wapday The st

iy b T

SAS (mg
¥ AR e

= |f OUT Seanch ool fof FETUIT AT PR Then Meass Contact the prescrter

Submission number

4. If the approval/notification 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.

Filtering dashboard information

1. Dashboards allow users to search and filter submissions based on the fields shown below:
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0 P S S potmusimon

Patierr! Lubminaion
Select | Sne Patier initialy D8 Presoriber Product daie i St ACDor

Selecta nie W Satact § nkrkn L

There are na subrmissons To Geplay i this wew

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

box:
# Z
w A F & Swew inr e G5V
Patient Sl b
Select  Site Patuend enitisly [+ =i ] Prescribed Prodeatd dafe i Stabun Achons
st e pis W Satect 8 ytaney 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:
+ o (] @
Pasient Subshizisn
Eslact Al Pamant niisls [ al:] Prascriter oo dai LT Arriens
feacianm = F Bcr 8 Ay

[ SETETHES  AyyLr Anma Cbegery LT Mo ral Rl Ll rea) L T A e -]
it ik (EI0ETR)

(511 TEIOrIORS Ay Al Cabpgery F-GRE el TR o TOA fpves &
cornatsn okl (ALY

Tl IO TS Apyer Alve Cabgeny | CED ol 15 VTN Ut TLA Fwwrm o

CrraEes prosduct TR

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’)
2. Intended date of supply

3. Any attachments uploaded with the original submission
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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

PaSent Sobmitaion
Sslect B Pt mitisls 0E Freactiber Fradinct diate Bhaties Ao

Navigate through the workflow and provide/update any relevant information specific to the new SAS
application or notification 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.

& w & &

-

Patiant Created
Tia Fatierd irvhals (a1 ] Frascnbar Frodusct cate Achans

1]

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’

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.
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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

Baleet Bt Pt reals

el 3 afe v

st

]

Futigra Bubmiasinn

DoB Presenzer Produc: dars Slatuy Actions
8 AL
'l 1 o Uh, Lo =
n1 4 e =
|
4 s W =
" |
14 & e =

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:

# o hdnE @ @
anow . ok s e A
Patiera
Select | Sits Fablisr sitiabs e : Preaciibey Product
T

o L TACETRES  Ayyar Alml

o L MRS Ayes Alrrad

& L] MLE TS Aypes Al

u] sl 1A0WES  Ayyes At

o L= FEIIEY  Ayyas Advved

F

Submivalon
date

150

NN

1SR

Statuw
LEL LS RIE Y

e TOUA Risirw
L T4 R
i TOA R
Wi r-'.i\..n:-l.vn

TIO A povnt

A message box will be presented when attempting to download outcome letters if:

Bclions

1. The user is attempting to download an outcome letter for a SAS Category A or SAS Category C
notification (as outcome letters are only applicable to SAS Category B applications); and

2. The outcome letter for that SAS Category B application is not yet available.

Message from webpage u

_ We could not locate the outcome letter for the following 3
l-"'_k submassion{s):

Patient initials: ML, DOB: 27/1271999, Prescrber, Test Test?
Patient initials: TQ, OB: 19/02/2013, Prescriber: Testl Testl
Patient mitials: PLO, DOB: 12/02/2018, Prescnber Test Test

Outcome letters can only be downloaded for SAS-B submissions that
have been assessed by the TGA. Please review these submission(s) and
contact the TGA if you believe there has been a mistake,

——

Expiring and expired submissions

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

application or natification:

e Expiring means there are less than 14 calendar days remaining on the duration of supply of the

SAS application/notification.

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

Patient
Select  Sie Patient initials (L] Prescriber

T Lelectasits W

There aré no submisseons bo display in s view

Product

date \f Actions

Showdeg 5o O oD enanes
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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.

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.

1. 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’:

ch-f? aminstion Goernes. | REGUlatory and Compliance
Co i

Iypartmemi of Health

Haome SAS Home Page SAS Dashboard My affiliated sites Authoried Prescriber Dashboard Aathoriied Prédcniber Reports

SAS submissions

=]
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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:

Frescripes defads
Bam o P Tt T

Bem
s

ot ang e 1 11 P B

Frindpal plade Of prcice

Pasmrmas or pracoce rum

Pasimn rrvass ée b sl Selain betom 1 i iy meiirmes] panie il e v

BAPTLA rarvbes
g e

Fanimig pepiiaing

AV BT S

| [ mesreromparee

Acdciewwn o 1°

IRy ks

Radrywn e J

2. Ifyou 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.

'

4

Product
Selettion

Proguct details

Patient detadils

Sumnmmary

Share submission

Viou! can maks this subsmission visible 10 a Se you have an affikation with ance i is saved (sebect pie
belor) Please nole that sharing this submission with a Site may aliow other afilialed users fo view the:
wrformabion conlained in B subrrssion for the pupose of contnuing patient case of supphyng ielevant
goods

‘fomi carnol specily a sile o shase this appixalion as you am not cumenlly assocaded with any ske. Go fo

the Ky ~AfSated Ses page b0 Pegrear 3 new S oF neQUE! 10 poen an exsing ong

Prescriber astails

Afg you the prescriber? *

O 'Yes

L

Prescriber AHPRA numbar

Chek heve b sanch B ARPRA régesber of hasth
praciiioness. if you do nod knosy the presciibes
AHPRA pumber

[ MEDOOD TET4E6 l

+ Please vt whde we valdale be ceescrber
AHPRA pumber
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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 therapeuthc goods as sither Medicines, Biologicals of Madical Devices. Thess
defrfions may differ from thoss used in the chnic s sefing. For exampie, the TGA regulates Beood
products a8 madicnes and nol biclogeal 1 B ecarenmarded that you search al thres fherapsube good
typees Dadons uliksing fhe free beod funcion. N Fou use the fres texd funclion and calegonss your producd
MDY Y0 vl D apiond o wlrdr vy the Applcabon nabficaton ard Creale A nev SLAHTES0N

/|

Therapsintic Good Typs *
CF Misgicing

© Binlogical

CF Madical Device

i

Product details

e i et

Patient details

5

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:

The TGA regulales therapeulic goods as erlher Medicines Biclogicaly or Medical Devices. These
w Prescriber definitions may difles from those vsed in the cinical seting. For example, The TGA reguiales bicod
C@ detnils products 33 madicings and not Biclagicals I i retcmmandsd hal you search ol three Marapautic good
types bafzve wiilisng Bee free lod fumcbon. If you s the es fed funcbon and cxlegoliss your produc
meoimecly pol vall De asked 10 vl he 3pphcdbonmolhealon nd creabs 3 ey SEbmsscn

Therapeutic Good Type *
@ Product & hedicire
\"s selaction ) Biological
e 1 hadical Device

Medicine
Prodisct detnis Pigase wse the search bedow 1o make your producl selection (including acive ingredient, dosage form
and indiealion)

O —-— [-]

O Thee actinee mgredient(s) | meed could nof be
fourd through the search toal

Dasage form *

il
%"
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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

Chandra Pra prod

G.I

L Famaotidine

Med Cann New

Medicine Product Profile
Medicine TEST SAS-C
Medicine With Prevent SAS A

Multiple Allergens

1 B

Select Cancel Remave value

4. If you are unable to identify the required information via the look-up function, select the check-box
below the search field. This will allow users to provide a free-text entry to support the submission:

o> I

(—©® R

@ Product detads

é{@ Patent detaits

—_—

? Summary

The TGA fequlales therapeulic goods a8 silher Medicines, Biclogicals o Medical Devices. These
cefriand may differ from Moss ueed i (he chinesl seilng For eargie. (he TOA eguirles Basd
peoCiCts a6 mecicines and nol iepdoqcals N & recommended hal you seach al Bves harapeutic good
bypees befove wilising the: free texd foncion. If you use: the free beod funchion and calegorse your pradud
ncomachy you vall be sskad (o vwalhdr i The spobcabornolfickhon and crasle & naw submssicn

Therapeutic Good Type *
¥ Bladiors

© Bislogecal

O Modicyl Device

Medicine
Please use ihe search below fo make your proguct selection (including acive ingredient, dosage fiorm
and indication)

Active ingredisnis}

B Tre achve ingredianiis) | need could ol be
tound throogh the search ool

Cther active ingredienifa) ®

l REIL BTy "'-:"-!'L'-{"'j

Doangs form *

| o]

Indicaticn *

l |
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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:

Thia TGA regulales tharapaulic goods 85 sihee Medicines, Biolopicals or Medical Davices These
w Presciibar ghefinitions may diffgr from those wsed in the chnical $efting, For example, the TGA regulates blood
:@ e lais peodudcts 85 madkories and not elogcals 1 i recommanded et you Search & hres therapsubc good
typas efore witising Bee free ol funchion. [f you o e e leod Renchon and calegorise your product
incorecty, you Wil be azied 1o withdraw the sppbcabishnoliflcation and craste & new Submission
Therapeutic Good Typa *
Produet ® Lhetiing
seleclion - Eplogical
= 5 2 Mgl Davice
Medicing
Produst] detsils Flaase use ful search Dedtvw 1o make your product eelection (incheding actve ingredient, dosage fom
and dicabon]
Active ingredeeniis] ©
o I Mediore Product Profle l = l a ]
@ Pabinl details
S [ The actve ingradssmis] | naed (ool not ba
found IFeough thie sadrch tool
— Dipasge form *
— Summary
ﬂ Miedugires Frosdudt Fresencalion | L] I Q I
1 Thi dosage form | rested could not b found
vougn the sesch foo
ImisCatsan *
Chandra medecal 12am | ] 1 o |
0 The inccation | mesd could not Be found
thicugh the seach fool
Doas your patient's condition meet the Toll 0 definiticn 7 *
Patent i serioushy il with 3 conabion from wich Seath i ressonatdy el 1o ooour wishin 3 mater of
madaths, of fhom which phematurg doadh o reasonably ioaly B ooour & the sbiencs of garty Eaalirsr
2 s
Ma
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Step 3 — Product details

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

Applicabion pativway

Bt 01 yoor nesschion i the prvious Haps, the pitwwary Fol s isemiiion hud bean dstarmned id
Coisgory B, Chck hiara 1o Mugen aboed ihe svalabls SAS parvey

Product detasls {Medcing)

Active ingredisstis)

Fasctniang

Product delails Dosage borm
Cagrile
Sarengin * Strengtn Uni -
Patient details
20 Miligram

Route of Aominisiration *

Ol

Dosage and equency (e.g. 1108)*

I |

Expmcted durdtion of restmesd * Dausraticn e

E [ ]

Trade nams

| TESE TRADE Nabal |

p LR THE

Intended date of supply *

[ 05001 ] -}
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Step 4 — Patient details

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

Prescribar Patient details
datalls

Patisnt Inltiala =

| Filhd
Product
pelaction Date of birth *
2E0e 205
Gandar *
Product detalla & Mol
MR
Patiant detalle
126594
Pravious 5435 numbsar
— | ME23-0000001
— Summary

I
S

Diagnosis

Dlagnaosia(es) rebevant to thie 54 % submizselon ~

Chrohn's deease

Clinlcal Justification *

Tt

Intended monitoring

Ptages provide datalis of Intended mondtaring =

£

The Spedal Access Scheme = oyl
ianer has considensd approp

=
Therapeutc Goods (ARTGE),

e for emospiional croumstances where the prescribing healith
bt trealment oplions induded in the Austrafian Regisier of

| have consldersd spgroved and avallable treatments for this patient *

s

£ Mo

Supporting information

Do you have any recent epacialist reporte or additional
Information to support your application? *

LR -H

O Mo
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Step 5 — Summary

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

Privacy statement and consent

Thank you for your application/notification under the Spacial Access Schame. The TGA collects personal
information, including personal details of the prescribing health practitioner and/or submitter fo assess
the application and contact the health practitioner or submitter where necessary.

With the exception of applications and notifications for medicinal cannabis products, the TGA doas not
collect the name or contact details of patients and seeks to limit the collection of patient information to
what is clinically necessary. For example, the TGA may collect information relating to patients including
initials, Medical Record Number (MRN), date of birth (D'OB), gender and diagnosis.

With applications for medicinal cannabis products, this enline system allows health practitioners to
concurrently submit applications to State and Territory authorities with responsibilities for therapeutic
goods. For such applications, additional personal information such as full name and residential address
of the patient may be collected to =atisfy the requirements of the relevant jurisdiction. Please note that
once this information specific to the state or territory application has been provided to any relevant State
or Territory authority. it will not be available in the online system and will not be visible to other users.

Please note that the application/notification containing your personal datails may be viewed by other
registered users of the system at the place you work. Generally, these users may access the
application/notification for the purpose of processing the application including supplying goods under the
application/notification or for the purpeses of continuing patient care.

Your personal information and the outcome of your application, including the TGA decision letter, may be
disclosed to State and Territory authorities with responsibility for therapeutic goods or medical
practitioner registration. Otherwise, your personal information will only be disclosed with your consent,
where authorised or required by law, or as otherwize permitted under the Privacy Act 1988

Further information about privacy, including a link to the department’s privacy policy, is available at
https:/iwww tga.gov.au/privacy.

In submitting this application/notification, | consent to the collection, use and disclosure of my personal
information, and the disclosure of the outcome of my application to State and Territory authorities, as set
out above.

In the case of applications and notifications for medicinal cannabis products, | confirm that:

= the patient, or the patient’s parent or guardian (if applicable), has given their consent that the
patient's personal information will be collected and used for the purpose of this application or
notification; and

+ the patient, or the patient's parent or guardian (if applicable), has given their consent that the
patient's personal information may be disclosed to relevant Stata/Territory authorities with
responsihilities for therapeutic goods and health practitioner conduct for the purposes of ensuring
lawful supply of the product in that jurisdiction.

| have read and understood the Privacy Statement and Consent ®
O Yes

2 No

Special Access Scheme (SAS) Online System guidance Page 37 of 51
V1.10 October 2024



Therapeutic Goods Administration

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.

1. 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’:

' suwirsiion e | REgUlatory and Compliance

- = T— pre

Homs SAS Home Page 545 Dashboard My affiliated sites Authorised Prewriber Dashboard Aathorited Prescriber Reports

SAS submissions

=]

Step 1 — Prescriber details

1. 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
Am'you the prescriber? *

Yes
Mo

Please review the prescriber det
Title = AHPRA numbsar
PHADDODOD1234
First name * Practitioner typs *
Pharmeacist Pharmacist
Last name * Frascriner apscialty

Principal place of practice

Businsss or pracnne namsa * Emall *

| TGA || SAS Support@health.govau |
Addrezs lne 1 Phone

| 27 Scherges Dr || 1800 020 653 |
Addrezs lne 2 Fax

| I |
Suburb *

atate

[+ ~|

Postcooe

| 2609 |
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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

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:

w The TGA reguiales Eharapeulic goods as either Medicings, Biciogicals or Medical Devices. These
Prescriber definitions may difled from those vsed in the ciinical seiing. For example, The TGA reguiaies bicod
:@ chetnily products &3 medicings and nol biclogicals. If & reccmmended thal you seanch all three Bierapeutic good
typed hafted wliidang B e o] unabah. I pou bis e Tl funchon Afd chlBgoiss yoar pioducd
monitecly you vall be asked 1o villhdiaw e appHcabonmIlBIalhon nd creabs 3 nesy SLEIMSESn

Therapeutic Good Type *
@ Product & Jhedicine
\y selacon ) Biological
b O Medical Device

Medicine
Prodiect detads Piease upe the search bedow b malks your product selechon (including active ingredient, dosage form

A indielion)

Actve ingredientis)

o3 —-— [-]

O The actiee ngredient(s) | meed could nol be
fourd through ihe search tool

? i Dasage form *
Irscation *
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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

‘ *Nicotine Q I

Choose one record and click Select to continue

Name 4

AP 170 - Nicotine in solution, salt or base form

v
L]
] Nicotine Buccal Pouch
I

Nicotine/zero nicotine therapeutic vaping goods (incl substances, kits, and goods in vaping packs)

m Cancel Remove value

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

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

Choaose one record and click Select to continue

Name 4

Category C notification - Smoking cessation or management of nicotine dependence in patients aged 16 and
over (M164)

53 Category C - 20mg/mL or less for Smoking cessation or management of nicotine dependence in patients 18
and over

m Cancel Remove 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

1. 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)

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

Therapeutic vaping product type *

Select v

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 A4

Intended date of supply *

DD/MM/YYYY ‘ i3

Previous Save and Next
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Step 4 — Patient details

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

Step 5 — Summary

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

Privacy statement and consent

Thank you for your application/notification under the Special Access Schame. The TGA collects personal
information, including personal details of the prescribing health practitioner andfor submitter to assess
the application and contact the health practitioner or submitter where necessary.

With the exception of applications and notifications for medicinal cannabis products, the TGA does not
collect the name or contact details of patients and seeks to limit the collection of patient information to

what is clinically necessary. For example, the TGA may collect information relating to patients including
initials, Medical Record Number (MRN), date of birth (DOB), gender and diagnosis.

With applications for medicinal cannabis products, this online system allows health practitioners to
concurrently submit applications to State and Territory autherities with responsibilities for therapeutic
goods. For such applications, additional personal information such as full name and residential address
of the patient may be collected to satisfy the requirements of the relevant jurisdiction. Please note that
once this information specific to the state or territory application has been provided to any relevant State
or Territory authority, it will not be available in the online system and will not be visible to other usars.

Please note that the application/notification containing your personal details may be viewed by other
registerad usars of the system at the place you work. Generally, these users may access the
application/notification for the purpose of processing the application including supplying goods under the
application/notification or for the purposes of continuing patient care.

Your personal information and the outcome of your application, including the TGA decision letter, may be
disclosed to State and Temitory authorities with responsibility for therapeutic goods or medical
practitioner registration. Otherwise, your personal information will only be disclosed with your consent,
where authorised or required by law, or as otherwise permitted under the Privacy Act 1988.

Further information about privacy, including a link to the department’s privacy policy, is available at
https:/fwww tga.gov.au/privacy.

In submitting this application/notification, | consent to the collection, use and disclosure of my personal

information, and the disclosure of the outcome of my application to State and Territory authorities, as set
out above.

In the case of applications and nofifications for medicinal cannabis products, | confirm that:

= the patient, or the patient's parent or guardian (if applicable), has given their consent that the
patient's personal information will be collected and used for the purpose of this application or
notification; and

= the patient, or the patient's parent or guardian (if applicable), has given their consent that the
patient's personal information may be disclosed to relevant State/Territory authorities with
responsibilities for therapeutic goods and health practitioner conduct for the purposes of ensuring
lawful supply of the product in that jurisdiction.

I have read and understood the Privacy Statement and Consent *
© Yes
O 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 Access to medicinal cannabis products: using access schemes.

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 Access to medicinal cannabis products: using access schemes.

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.

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.
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The TGA raguistes (Refapeulic goods as ailhed Bi of Doieces, Thess
deSrans My SMer oM MoSe Laed in the cihical Selting. For exampls, e TOA reguiates blosa
DPDCLCTS B3 medicinges and nol eologicals. A is recommantad hal you search Al thiee Merapeuic good
fypes heforp ulilsmg the bee fext funclion. If you use B free bed funcion and calegarse your product
incomachly, you will De asked fo wihdraw B sppicaSion/noSfication and creabe a new submission

Thedapeutic Good Type *
® Medicing

Euplogical

Mtz Davice

Medscing
Fiaase use the search below io make vour produdd sslaction (Includng active ingredient, dosage form
and mdcation)

Product details

O ACTHE INQTRdIeni[s) ©

S‘B Patkent details | Cutegory 1-CBOmedicinal cann | M | QL
| The active mgredientis: | naed could ned ba
found through the search toal

Summary Doaage form *©

4 Capsle x | Q I

The desage form | need could net be found
Ehwough the saarch tool

Indescation *

sriety 'x Q

Thes sngication | peed cousd nct ba found
Ehfcugh Ehit daddch bool

Do i it 16 LY Of apily 10 & SL18 OF lerTitony health department? ©
In anzwering yes bo this queston, you will b asked bo select whech statn or lormiory Realfih departmerd
you veould Bke 1o nolify or apply b9 Upon selaction. you will be presentad with addmanal cata Ralds 1hat
are specific 1o e S1abe of WerAory application o noddcation. You 4o not meed o Separatey apply 10 0F
neafy the stabe of lamiory heaih depariment onca thes nformation hes been submitted vea this sysiem. If
YOU B ungure, pease confact e relevant stale of tamiorny heatn departmant 1o Clanty belore
procagdng with this sudmiszon, Conltact detads for siale and bemtony health deparimants may b Tound
on our Wbl Please nots that the person submitting this must bo the prescribing haakh
practitioner

s

N, | hEntg dabammined 1 the D of BE SUBMistien hal no State of Teritory Heatn Depanment i
requited bo be notled or apcded fo
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2. If the proposed active ingredient is unable to be selected via the look-up function, prescribers will
have the ability to free-text details of the product. Upon entering free-text information, the
prescriber will then be asked whether the product is a medicinal cannabis product as shown
below:

This TEA régulsles therapeulic goods a3 aither Medicines, Biologicals of Madical Dévices. Thesa
Prascriber defirsfions may differ from those usad in the chinkcal seling. For axample, the TGA reguiates blocd
delais Progcts &5 medcines ard Nt DiplipQicats. 1 &5 recommended that you search all three therapeutc good
typas bafore uliiiging the fFee lod function, If you upe th free beat function and categorise your prododt
incomrecly, you will Be azked io withdrarw e applcation'nolification and cresle & new submisshn

Therapeutic Good Type *
® Medicing

O Biologcal

O Medical Davios

Medscing
Produsct dedails Please uss the saarch Delow fo maika your product selechon (iIncludeng actve mgradand, dosage form
ard indicabion)

Actig ingrédieni(s)

Patiant details
B Tha acive ingredientis) | need could nef ba
found thrpugh the search fool
Other setive ingredsentis) *
Summary I I
Dosage form *
[ o]
Indécation *

|5 1he above product a medicinal cannabis product ¥ *

LI Y
O Mo

3. 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.

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,
pleasa leave this field blank and procead with your SAS submission to the TGA. If you nead to notify or
apply to a state or territory, you will need to do this using the available paper forms located on their
website

4. 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.

Noting the above, would you like to submit a Category A notification?
O Yes
O No
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5. Enter the product details.

Prescriber Application pathway

details
Based an your seloclion in the povions steges, e padbwary for This submession bas boon detormined as
Category B

Product

saincAion Click hare ta keam about the avallable SA5 pathways

Product details (Medicing)
Broduct details
Active Ingrediemts)

Category 1-CBD Medicinal Cannabis Product (CED298%)
Patioad didtails Frerago ferm

Hesie, dried {fior vaporisation)

Srength * Sarength Unit *

Summ
A CEL295% Percant

Reoute of Administration *

Vaporisation

Dosage and irequency [e.q., 1 ws) "
ImL TOS up te @ max of SmL

Expurcied doration of toeatment * Duratioan unit *

24 Manthis) -

Tt namn

Expmple trade name

Sponsorsupplier

| Example sponsos

Inended date of supply *
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6. Enter the patient details.

Patient details

Prescriber
D Patient initials *
= |
Product Date of birth *
selection
| 14/09/55 gh
Gender *
® Male
Product details  Female

O Indeterminate/nterzex/Unzpecified

MRN

‘ 326598 ‘
Patient details

Previous 5AS number

‘ IB19/0000001 ‘

Summary

BEER

Diagnosis

Diagnosis(es) relevant to this SAS submission *

Test Diagnosis

Clinical justification *

Intended monitoring

Please provide details of intended monitoring *

Have you considered other ARTG Products? *
® g
O No

Supporting information

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

® Yeg

2 No

There are no folders or files to display.

Additional Information

pre“rious
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7.

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:

Apgpilication to NSW Health reguired *

Dvily comléde this qoesiodn ¥ yoor patieat Belongs 0o doy of ihe mandioned cldefones balow. ¥
ey responsS opdions Spply, plaase reCoNSINNY YOUT Submission 21 thi Proouct SSRCOon S
OF CONERCT NSW Haadeh for Assisrance,

1% ifse pansent drug depsendant

0 Yes

g

4 ‘g dependin PArSon” ik § DarS B Ry dcured, §8 @ st of renesked sdmia
arny 1] P ATy o the NSW D Mizuse and Traffic o
TRE3. 30 OveIDeiEnng JRE 2 UNLED FOMWERIranon of 2UCH 3 druy (SecDan 27 of Me Fodscns
and TrevapsuDe Soods Acr 1584)

14 i patient aged uridel 16 years

Vi
® Mo
For pabevits aged Lnder 16 jmans, medical prach
ihe Chidran ang' Yowng Persang (Cane and B
SOCEan for MO R 10 di i dvy panod of
i g iied fom e Secrefary of Senartment o
Hegm

Communides and Jualce by the Secretavy of NSW

Cannabis (MW Fiewse noft, 43 par N5W lopisiatve requvmants, NSW authonty i nof requinsd & sreacrise medicings
Meisdpd i Scheduie 4 of Ine Posons Sandand

Addibonal patent datails

—
—_—

=

5”“"’ First mams "

| l

8.

0.

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.

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.

10. 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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Version history

Version | Description of change Effective date
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(EPS); Pharmacovigilance and
Special Access Branch
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V1.1 Guidance updates Experimental Products Section | 28 September
based on system (EPS); Pharmacovigilance and | 2018
changes. Special Access Branch
(PSAB)
V1.2 Guidance updates Experimental Products 22 April 2021
basedon system Section(EPS);
changes. Pharmacovigilance and
Special Access Branch
(PSAB)
V1.3 Guidance updates Experimental Products 14 December 2021
based on system Section (EPS);
changes. International Regulatory
Branch (IRB)
V1.4 Guidance updates Experimental Products 03 February 2022
based on system Section (EPS);
changes. International Regulatory
Branch (IRB)
V1.5 Guidance updated Experimental Products 21 March 2022
based on system Section (EPS);
changes. International Regulatory
Branch (IRB)
V1.6 Guidance updated Special Access Section 06 June 2022
based on system (SAS);
changes. International Regulatory
Branch (IRB)
V1.7 Guidance updated Special Access Section 11 October 2023
based on system (SAS);
changes International Regulatory
Branch (IRB)
V1.8 Guidance updated Business Improvements and | February 2024
based on system Compliance Section (BICS);
changes International Regulatory
Branch (IRB)
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Version | Description of change | Author Effective date
V1.9 Guidance updated Business Improvements and | March 2024
based on changes to Compliance Section;
SAS and AP online International Regulatory
system. Branch.

V1.10 Updated title to User Business Improvement and | 1 October 2024

Guide and updated Compliance Section (BICS);
content based on International Regulatory
system changes Branch (IRB)
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PO Box 100 Woden ACT 2606 Australia
Email: info@tga.gov.au Phone: 1800 020 653 Fax: 02 6203 1605
https://www.tga.gov.au
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