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Online System overview

The Special Access Scheme (SAS) & Authorised Prescriber (AP) scheme Online System (SAS & AP
online system) is the preferred method of submission for SAS applications and notifications. The
SAS & AP online 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 the Special Access Scheme:
Guidance for health practitioners and 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 The process by which the TGA requests additional
(RFI) information to be provided by the user after submission of
an application.
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Terminology Definition

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.

Features of the SAS Online System

e Users of the system are required to register an account before they are able to begin drafting
and submitting online 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 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, product, 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:

e Anew, unique username; password; email address (for the purposes of account
registration).

e 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 the
Regulatory and Compliance Portal home page.

#

_ﬁ{? wratinn Goernes. - RE@QUIAtory and Compliance

TSR Department of Bestih

Welcome to the Regulatory and Compliance Portal.

Services
Dhiricns Spocial Aoonss
Compliance Scheme (SAS)
[PME)
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2. Select Register Now

Welcome
Special Access Scheme & Authorised Prescriber Scheme
Most therapeutc goods are required 1o undergo an evaluation for quality, safely and efficacy and be included in the Australan Register of T {ARTG) before they can be

supplied in Australia. In recognition that there are circumstances where patients need access lo therapcutuc goods that are not ncludnu in the ARTG the Therapeutic Goods
Administration (TGA) manages the Special Access Scheme (SAS) and Authorised Pre: 5 P)

It is important to note that the prescribing health practitioner accepts responsibility for the use of an "unapproved” therapeutic good and any associated adverse reactions.
Medicinal Cannabis Submissions

On 13 April 2018, the Council of Australian Governments Health Ministers agreed to work together to streamline access to medicinal cannabis for Australian health practitioners. The
announcement made, staled thal prescnbers of medicinal cannabis could provide the relevant information, through a single application process to fulfil both Commonwealth and
jurisdictional requirements to enable access. The TGA will send a single correspondence containing both the TGA and relevant state or territory decision letter after respective evaluations
have been completed within 48 hours (2 business days) of having receved all the information required to make a decision

Typically, prescribers of unapproved medicinal cannabis products were required to separately apply o the TGA and relevant State or Territory Health Depariment for authorisation

Remember the following when using the SAS online system for medicinal cannabis applications:

. You must be the prescribing health practitioner to submit an application for a medicinal cannabis product via the onling system

By using the SAS online system, prescribers will now be able to submit applications to the TGA and State or Territory Health Department simultaneousty

QCu:renliy most states and territories (except for Tasmania) can be applied to simultanecusly via this online system

If your state or territory is not available via the online system, you will need to apply separately to the TGA and the relevant State or Territory Health Department. Submitting your

= application via the online system will only satisty TGA requirements
@

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

Register

Password requirements

* Your new password must be different from your last 8 passwords.
« Your password cannot contain your account name or more than two consecutive characters of your full name.
+ Your password must contain characters from the following four categories:
o English uppercase characters (A through Z)
o English lowercase characters (a through 2)
o Numbers (0 through 9)
o Non-alphabetic characters (for example, !, $, #, %)
* Your password must be a minimum of 10 characters.
* Your password can only be changed once per day.

Username | Sasostestmarch02

Email | Sasostestmarc

Password

Confirm password """‘"4. l

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

e

_-//

Confirm registration

You will receive an email shortly with a link to confirm your registration.
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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. Login with your username and password:

A Australian Government

“ Department of Health
Therapeutic Goods Administration

Legin to TGA Business Services

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

Address and Contact Details

Business or Practice Mame * Fhone *

| AONIE Seacaiat Serac | furie

Addreis Lins 1 Fas

3 Burzer Srwe [

Aurstrahan State *

|luma-ltmﬁmmty " ﬂ.

Fostoods =

50

Health Practitioner Details
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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:

M ‘b' _ Australian Government Reg u I ato rya I‘Id Com p I i ance

* Department of Health

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

My profile

Personal Details

Are you a Health Practitioner

® No U Yes

Title *

| 2
First Name *

Last Name *

Preferred Name

[ 1

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:

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;
nursing;

midwifery;

occupational therapy;
optometry;

pharmacy;
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e physiotherapy;
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.

Password resets

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:

“— TGA online

Special Access Scheme @ Dachboard My affiianed sies

= Sigrm out

2. Enter your username:

=== TGA online—

Forgot password

Fiease enter WOur username to resef your passsord

Username |
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3. A password reset email will be sent to the email address associated with your username:

fp === TGA online

Q Confirm passweord reset

o will receive an emall shomhy wish a Ink to reset your password

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

B Taar Tuin

A vt s b e e e e puiosond B the edise idem T e Speiial Ao Sehamr (RASE Mriir Telker B bak e irs v patorond WP spme e g b perSa basgman D ki msl et TR SON0NRE o 175 0 e T A Tl g 7 0T ] e i

The wiee e will euer i 24 s

Miia reaer vha TOA, o By tend ki biss 5 mizaks

5. Enter your new password:

Reser password

Password guide
= Yiur few puddwond must B difTerent from your Lidt § padtwonss
= TOUF DEEDEOND CANNGE CONCRN Yo SC00UNT NaTHR OF MONE CNan 0AQ LONSSCUthe TNadalTa s of o Tisll g
= YO DESTEGd MuEs SonTEn T BT  Tollrming Tour CatBgomnes
= En girsh UPPENCaEE Charactars (A Th }
& English Mwescade charsten (5 through 1)
= Mt [0 thegugh G}
= Mor-alphabetc charaoers (Tor gxampls. 13, 8 W]
= Four pastword muss Be o mirimam of 10 charscers
= YOUF DaEPe0nd Can Oy Db (PG ONC Deed 04y’

Mew password

Confirm new pasiword

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:

_@ niin Coernnen. | REQUlatory and Compliance

g I Department of Health

Chandra test -

Home SAS Home Page SAS Dashboard My affilated sites Authorised Presoriber Dashboard Auttho : wis
Sagh Byt
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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 Acceptor reject requests to affiliate with the Site.
e 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:

1. Select the ‘My affiliated sites’ tab:

_13:4, amtrion Goernmet. | REGUIatory and Compliance

=7 Dopartmest of Health

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

2. Select ‘Register a new site’:

My affiliated sites

All sites
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3.

4,

Read and acknowledge the following declaration:

Register new affiliated site

N REgIEIERnE B Ml AfTENbes See | deslyce

-
= | have the avthority fo register this Aflaied Site; and
Declaration s The nformation | hiee prowded @8 troe 2nd conmect
» | Bcknowledge that giving false or misieading inlormation 1s 3 sericus offence
I have read and understood the above declaration *

O Mo @ Yes

@ Organisation

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

Register new affiliated site

LT D 35E PRI B3 D BRSSO W R B ERIvet DGRt =ll!i1iji""’."1¢.'}'il"’ RIS o3y i
ook e biow iow 40 Bearsh Soe yier Grganiiates wlisg & rame or ABN. Please contacs the TOA # you canadt find you
OGN

=

Organisation Nasmes *
L]

{ OTAT200T. Pisass rafier

‘P_.I"II\__, Thes dada is curreval 45 of 070
™ 1y [ ke Al Busind s 87 i YO0 PEGLEE
l@ furthar informmadion Abaut your arparseanon. If you
&8 unabie J0 il o Crgavisadion’s Name o

dradian Eusiness Numbef ABN) please ermal

o] '\'.. e T Qo Ay and proade revevanl dédasls

Site details

Review

@
V|
A
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5. New organisations need to be added to the Online System. If your organisation is not
available, please email psabsystems@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

654 Q
+ MName 4 ABN Name Type
+ Example Hospital Name B549849846 Main Entll1Nam&
Salact Cancel Remave valus
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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.

Qrganisatien Namea *

Declaration “Westarmers Federatson Insurange”
Site Name *
TEST SITE
Orpanisalion

@ Your site name has baen swccassully
valdated

Site details Locaton details

Suite/RoomiOifice

|

Address Ling 1°

Raview

[ TEST ADDRESS -|

Address Line 2

|

[ SYDNEY

Suburb ®

State *

l S w

Postcode ®

’ 2000

-
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7. Review the details before registering the Site:

- Pt o o W dledin Lt fpbin mdwsliety
w Drgarisatan Mars
I i pioe
Werarmen Federtion mwnince
e Mame

%@ i T ]

Locahon detats

o Suile Ao Omfos
St el

N,

A L 1

ﬂ TEST _"__.\_1

Aevew
A,
i idred L 2

Subuiil *
Suatw *
P oot =

~

8. Once the Site has been registered, it will appear under the ‘My affiliated sites’ tab:

My affiliated sites

All sites
o -
UES Y Narne 4 Orpamisation Hame
|:-'>; STE TEET SIETE. “WWesfarmars Federabon &
IFeS i anol ™
Manage as administrator
Mame 4 O gamisation Name
TEST SITE Weslarmers Fedaration nsurance™ L:]
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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. [t 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

‘.1';||‘1<|-:_;vfL as administrator

LT R

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

Affiliated site details

St e
Drganistion nams *
Location details

3. Under ‘Site Administrator’, select ‘Yes’:
& Edit User

Affillated Site *

Sive Adrministrator
= No & Yes

Other affiliated users

Special Access Scheme (SAS) Online system guidance
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4. The user will now be listed as a Site Administrator:

Affiliated site details

Siow e * Other affiliated users
DnganiLathen Famg *
PHARMALY Ussr 4 Adrpinistratos Affated On
Huty Tras Yed GRS 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
Site Name * Other affiliated users

I Examphe Affilated Sie |

organisation Name * m

l Examyple Organisstion | User 4 Administrator Aftilkated On

Location details

Tharg are ne records bo '.1"-"- =

Suite/Room/Office

Address Line 1°*

i 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

Please enter a single emall address in the figld below. If you would ke to enter a list of email addresses
please use the kst entry field

Enter email : Remaove
address

Nexd

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

Please enter a list of email addresses in the field below with each address on a separafe bne, Retumn to

single entry fiald

Enter email

testB@test.com.
addresses test@test.com.au

test1@test.comau
test2@test.comau
test 3@ test.com.au

testdi@test.comau
S
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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

Prpane reips pou ametibon I Bl aedd el Sodormsl bn dand! B amad afscn
Existing users (1)

Thase uses currendy have &n sotound in he Syshem and will be senl a ink 1o view and choose 10 Bocepl
o ghaChng your of

* 1es@les com sy

Mon-exdsting users (4)

Thaza

Tendy do nol have an Bcoounl im B sysiem. They will B2 sani 3 Bnk o register an
steount Onos By R gned up o (R Sytemn Miiy Lan vitw and chooss 1o Sccept of decing your

M Eaton

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
O Paxgindend b faver 48 B Pl o i & el
Maime 4 Harme 4 Onganisation Name
TEAST SIiTE Westarrners Federabon &
NEUrancs
Manage as administrator
Hamse 4 Oaganesaticn Mamsa
TEST SITE Westarmers Fedaration Inswrance [
Special Access Scheme (SAS) Online system guidance Page 22 of 47

V1.2 April 2021



Therapeutic Goods Administration

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

Join a site

Organisation Hama *
| 2]
Affilliated Site

| El

Search for the organisation by using the organisation name or ABN:

Lookup records

“654 Q I

+ 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

Drganizaticn Hama -~

Eramplo Hespinal Nama % [

AlflEsied Site

| B
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In the 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 "

|

« Name Created On

v Example Affiliated Site 05/03/2021 4:23 PM

Cancel Remove value

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

Select ‘View details’:

Join affiliated site requests

SA% Lini ¥ D g Mams: Begquesned Uy Regeesaed On #

- PHAENALS Jarna Semithy TR0 E 455 FM E
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request:

Request details

Pleace nevhew the redquesst 1o join the site below and choose 10 AppIive of reject. Approning Ths reguesy will aifiliate the reqgueester wich this sivg

Site *

v this. resuesi? *

P P Sy e

User dashboards

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

All users who have registered an account in the SAS 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:

Ergm L i

O Mrw SAL sobmason

Patierry Lubmmsion
Select | Sne Patient anitiaie D08 Prescriber Product daie

Seleciandie W

Status

Swbect @ ket

Therre: are r submessons o deplay = tha vew

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

Patient Subsmiasion
Sefect  Site FPaltaent anals DOB Prescriber Proakact date Status Achom

kot 3 Bty 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:

Paient Bubimissien
Sebect | Sits Fatieni iricaly ooB Prescriber Prosduct dass i Stanay AT
Selsctanis v Salsct 3 b3ty o
] TETUF 20 il doarvasbes, Profis [ Rntrord ] Ubrstet Ti5A Flrwwre L]
-] Taat BV B0 il Mlpdema Product Profis Lo Bntrird ] Uirtger Ti5A Rlirwvre L]
=] 431" LR Cannate Frofis LrEiate el Liredior Ti5A Blirwins ol

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

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

Patient Craated
Site Fatient initials Do8 Frescribar Product date Actions
Sslect a3t
F Rirlp ) -]
o 1 Furgl -]
LU
i 15 Ana of B

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.

#F v
Patient Created
Site Fatiant initials DOB Prescribar Froduct date Acthons
Sl a site W
Mde i § 10220 ]
(= i ] S fla 1 F, -]
HS i i 3 iz 180202 ]
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’.

# - @
&
Pitiern %
Select  dite Patient initiats (1 Prescriber Product date 1§ Satus Actions
f A Belecza e
[ TSTh 0B 7 T &
A -
= T 3 4 Ll = &
C T 1 T e Ma— T a8 &

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 When a SASA or SASC notification has been submitted and the TGA

Investigation” 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 p

rovided 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:

b I & & I &4
Paisani Bubmisshon
Salect | Site Patieni initials DoE Prasoribsd Piodisst e Siwtus Actions
Sl a i v Satet d kit w
=] TSTMF 12801660 Cannabes. Profly i Lik'rir] Under TORA By L]
& Tkl PA0Ne80 sty Prode Prokis 400 L TORA Riviiew =
=] T5TM2 P20 G80 Cannates Prodio DA Under TGA Raview L]
(= TSTMF (FR TR ] Tirst Blrie Prioiien Paarrs Lincker TORA Rinvaiw &
It

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

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.

o]

Message from webpage

We could not lecate the outcome letter fior the fiellowing 3
submassionds):

Patient initials: ML, DOB: 2771271999, Prescriber: Test2 Test2
Patient initials: T, DOB: 19/02/2013, Prescriber: Testl Testl
Patient initials: PLO, DOB: 120272018, Prescnber: Test Test

| Outcome letters can only be downloaded for SA5-B submissions that
have been assessed by the TGA, Please review these submission(s) and
| contact the TGA if you believe there hat been & mistake,
|
|

| o |

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:

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
DOB

Expiry

Select Sile Patient initsals Prescriber Product date § Actions

Selectasite W
Thiere are no submissions 1o display in this view
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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.

Special Access Scheme (SAS) Online system guidance Page 30 of 47
V1.2 April 2021



Therapeutic Goods Administration

Submitting SAS applications and notifications

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’:

;t:-j, Antralion G | REGUlatory and Compliance

.
B
Taget 1T Depareniest of Health

Homs SA%5 Home Page SAS Dashboard My affiliated sites Authorited Prewriber Dashboard Authorited Prescriber Reports

SAS submissions

=]

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:

Tifle AHPTA raarare

Lt * B v b iy

Mskrsan o [ aCICs Mubime W

e |[r——— ]

Accewuy a1 ¢ P

e
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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.

Share submission
Prescriber
detmls ¥
I Wiou can make this submission visible fo a Sile you have an affikation vath once it is saved [selec] sie
beicw). Please node that sharing this submission wilh a Site may allow other affliated wsers bo view the
nformation contained in this submission for the purpose of continuing patient care or supplying relevant
goods
Product Wiou carngl specity a sile 10 share this appicalion a5 you are nol cumendly assocaied with any sile. Sa o
salEcten the Wy Afaled Sles page 1o regiser 3 new Sbe oF reques! 10 jon an eEing one
b
Prescriber details
Product details Are you the prescriber? *
L Yes
® Mo
Prescriber AHPRA number *
O Chck heee Bo search he AHPRA regisier of haalth
@ Patient details practlionses if you da nod know the prescribey
AHPRA pUmiber
I MEDGO0T 1ETSE6
—  Piease vl whae v valdale e prescriDer
— slwﬂm !r!
:"F AHPRA number

Step 2 — Product selection

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

Thie TGA regulsbes therapeuss gocds as sifwer Medicines, Biologicals or Medical Devices. Thess
w Prescriber defirions may differ from those used in the dinital s8iing. Fod exampls, the TGA regulales Biood
C@ detmily prodiscts a8 medicnes and pol bickegicals. Il 8 recommendad thal you ssarch all hres Therapsube good

types Dafone uliising the ines beod funclion. M you use e ree lext lunclion and CHleQONse your product
mComecEly. you will Do asked 1o withdray the applcationnobficabon ard creabs 3 new SUDMESSION

Therapeutic Good Type *
O hedicing

O Bilogacal

O Meadical Device

Patient detaily

08 == =
O
5@
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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 reguiates therapeuiic gocds a5 either Medicines, Biclogicals or Medical Devices. These
Prescriber defiritions may differ fiom thoss used in the dinical sefing. For examgle, the TGA reguiaies blood
details products a5 medicines and nol biclogicals. I is recommendad that you s2arch all three herapeutic good

types haftve ullisang e free bod funcon. If you s the fres hesd Sunclion And ealagorise your prosdud

noorecly. you vall be asked o viharrs the applicalioninolfcation and creabe 3 fevy SLDMESEN

Therapeutic Good Type *

Product W hbedicine

selection Bickogical
O hbacheal Device
Medicine

Prodect detads Please use e search bedow bo make your product selection (induding aciive ingredient, dosage form
and indication

Active ingredientis) *
q
Patient detaily

O The active ingredieni(s) | need could nol be
foursd throwgh the search: tool

Dhosage form *

Summary

E
Qe
@

InsdiBation *

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

Lookup records

Chandra Pre prod o

L Famotidine

Med Cann New

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

Multiple Allargens

3 BE

m Cancel Remoee value
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4. Ifyou 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:

The TGA regulsies herapeautic goods as sither Madicines, Biologicals or Madicsl Devices. Thassa
Prescriber dafnifions may differ from Those used in the dinical sfing. For axamrples, the TGA negulales blood
detaals products as medicings and not biglogicals. I is recommended thal you search all Bwee Therapsutic good

types bafors pllising the fnee fed fonclion. If you use e free beod function and calegorise your product

incomecly. wou will be askad o wilhdrw Bhe applcabon/nobfication and crasle & new submssion

Xo

Therapeutic Good Type *
Preduct # Madicins
selechion O Biological

O Medical Device

@\.
Medicine
Product detads Please use the search below io make your product seleciion (including actve ingredient, dosage farm
—
= y

ard indication
Active ingredient{s)

Patient details

B The acive ingradientis) | need could nol be
Tound through the search iool

Orther BCEvie ingredient(s)

I BESE BITAE ingned '!"“.‘

Dosafe form *
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5. Ifthe 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:

Tna TGA regulales therapaulic Qoods &3 eiher Medicines, Biclogicals or Medical Devices These
Pregcribar dafinitions may &iffar from those whed in the cinical solting. For soample, the TG regulates blood
delails products Bs medicines and nof beslegicals. 1 i recommanded el you Search all Thres tharapaubc good

typas Sefone utising T free texd funclion. If you use the free et ancion and calegorse your product

inconecty, you will b azied 1o withdraw the appleationnolification and creale 3 v Submistion

Therapautic Good Typa *

Product ® Ladving
salection O Biplogical
Msdizal Device
Meadicing
Proslisd! distals Flease use Ioe SRarch Ceiow 10 make your product selecion (inchading actve ingredient, dosags form

and indication]

Activg ingredesnt(s) *

Medicire Product Profie l W l O |
Patien detaids

The acive ingredeantis) | need (ould nol ba
found Frough the Search ool

Duosage form *
Summary

Medorg Product Fresentation | = I L=} |

O The dosage form | resed coutd not B found
Thicugh the sagech lool

Imdecation

Chandrs medaal team =

a]

The incication | mesd could not be found
Ehircaugh the Seasch ool

Does your patient’s condition meet the Tollowing defindtien 7~
Fatent 5 senously ll with 8 condtion from which Seath is reasonalbly lioaly 1o eccur within a mather of
manths, of fom which prematune deal & reasonably Bkely 50 000 in the absence of aarly treatrmen
2 e

o]
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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:

Application patiwany

Prescriser
. s
Buibisd 0N pour SRCHOG I [he previous $58p3, 1he paTwaly for Ihis Sulbmeksion hi bisn debamined a3
Caingory B Chck nag 10 laen aboet ing avalatip SAS palrmwiys
Product Product datais (Medicine)
salection
Active ingredientis)
Fasamtationg:
Product details Dusage boim
Cnpringle
O $trength * Srengtty Unit *
@ Patieni detaits
[ E o) Milagins
Resits o Adrminislration
— Qe
—! Sumimary
"? Doasge and lpquency (e.g-. 1 s} *
[ |
Expacied durstion of breatment * Duration o *
[ 2 I | W w |
J

Trads name

["rest macerane

SPONRONSUREENT

l TEST SPONS0R

Intended date of suppdy *

[osovmen

]_
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Step 4 — Patient details

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

function:

@0

Braacricer
C©® fau
By =
- weRCbon

summary

Patient defass

Pabspnt inrtigo =

Dt o Birtn *

Frvices 55 § rembsr

Diagnosis

Colagesiblnlil) reeiviant 10 this S48 sDmbpaion

CRACH prINCEDon *

[ JE N [ET M——

Supporting information

Cho e vl DAY RSB0 BERLERIINE PRI GF JOGIDORAI
IAee TS 30 Bupparl youl AppREFDORT =

Lo

(=3}

AT

AQdriena infermabon

W,

|

10 s P
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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 undar the Spacal Access Schame. The TGA collacts parsonal
information, including personal details of the prescribing health practitioner andior submitter fo assess
the application and contact ihe health practiioner or submitber where necessary.

With the exceplion of applications and notifications for medicinal cannabis products, the TGA does not
collect the name or contact details of patients and seeks (o limit the collection of patient infarmation to
what is clinically necessary. For example, the TGA may collect information relating to patients including
initeals, Madical Record Number (MRN), date of birth (DOB), gendar and diagnosis.

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

Pleasa note that the applicationnotification containing your personal detalls may be viewed by other
registered users of the syslem al the place you work. Ganerally, these users may accass 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,

If you are a prescribing health practitioner, your name may be disclosed 1o State and Territory authorities
with responsibiity Tor therapeutic goods of healih practioner registration. Otherwise, and for all
registered users, your personal informaticn will only be disclosed with your consent, where authorised or
required by law or as otharwise parmitied under the Privacy Act 1928

For general information about privacy, go 10; https:hwww iga. gov au/privacy,

In submitting this application/notification, | consent 1o the collection, use and disclosura of my personal
information as set out above

In the case of applications and notifications for medicinal cannabés products, | confam that

= the pathent, 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 (f applicable), has given their consent that the
patient’s personal information may be disclosed to ralevant State/Territory authorities wilh
responsibdities for therapeutic goods and health practitioner conduct for the purposes of ensuring
laverful supply of the product in that jurisdiction

I have read and understood the Privacy $tatement and Consent *

O Yes
O No

pr‘”"'":“"g m
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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 Online System should not be used for medicinal
cannabis submissions. These circumstances include:

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

e  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.
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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.

Please note that medicinal cannabis products are listed via trade name rather than active
ingredient (as displayed below).

In selecting a medicinal cannabis product 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.

@O [
O K
Therapeutic Good Typs "
Peoduc] o Alpriing
s, sHierion Disiogeai
Medical Device
Maoshcang
Product details Pilaid Ui T SRanch Delorw 10 msiol you produd] felinon [Inciudes i Ngreden] dogage Rl
A0 BB

Active ingredient|s
o LB Mececing! Carmabis mpgimt | ® | -1 |
@ Paben| details -

found through the saanch ool

= Sammary
7 <[]
el
b e
—
pan " l-& |
Trss A | ol S i
= & seprch ol
procasdng wilh ths submission. Contact detals i ke and ey arah depariments may D found
Priadi i (A1 Thib Sebreon Lubeiltesy By fukl Da i préscibng heaith
fu ALAIcr
ol
93, 1§ Furd alirrug e Tl rd Glatd o Femidory Hadith Dubpbrimant i
risQuUned Bo i
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If the proposed product 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:

Thit TIHA reguistes iherageutic goods as sither Medicines, Biologicals of Madical Devices. These
Proscribes defrations may differ Trom those usad i e Cinicsl 5eling. For axampse, the TGA regutales blood
delails products a5 medicings and not beoliogecals 1§ k5 recommended thal you search all three Therapeclic good
typas Splfoe plilsing e free et funchion. If you upe the nge bead Sunction and cabegoriss your product
inconectty, you will be adkid to withdraw e applcationnoliication and cheals & HEw Jubmisiaon

Therapeutic Good Type *

Product & Mipdscing
Biological
O heedical Davics
Medicing
Product dedails Flaase usa the search Delow o maike your product selection (includng actve ngradent. dosage form

and indicabion)

Active ingredieni]s)

Patienl details

B Tha actve ingrediantis} | naed could nel ba
found through the search topl

Other active ingredientis) *
— . |

Tl [
:

Dossge farm *
[ 2]

IndsCakion *

I8 it above product a midicinal cannabis product?*
L yas
Mo

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. If 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 nolify or
apply to a state or territory, you will need to do this using the available paper forms located on their
website
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4. Determine what SAS form type (Category A or Category B) should be submitted to the TGA:

L Yes
LMo

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? *

5. Enter the product details.

w Prescriber

C@ details

%\

&@ Patient details

Product
selection

d%%f Cannabis (NSW)

— Summary

=)

Application pathway

Based on your selection in the previous steps, the pathway for this submission has been determined as
Category B. Click here lo leam about the available SAS pathways

Product details (Medicine)
Active ingredient]s)
ABCD Medicinal Cannabis 25mg,/mi Oral Ligusd (CBD 25mg/mi)

Dosage form

Oral Liquid

Swength * Strength Unit *

25 Milligram,/malfilitre

Route of Administration *

Ora

Dosage and frequency (e.g., 1 tds) *

| ImL tds up to max. of SmL ]

Expected duration of treatment * Duration unit *

Month{s) hd

|

Trade name *

I Example Trade Name ]

Sponsorisupplier *

Example Sponsor Name ]

Intended date of supply *

o1/03/2021 | -]

Save and Next
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6. Enter the patient details.

Patient details
Prescriber
Lot Patient initials *
TS
Product Date of birth *
selection
14/08/2005 L5
Gender *
# Male
Product details O Female
2 IndaterminatelmersexUnspecified
MREN
326598
Patient details
Previous SAS number
MB18/0000001
dﬂﬁ Cannabis (NSW) Diagnosis
NS¢ g
-]
Diagnosis(es) relevant to this SAS submission *
— TEST DIAGNOSIY
Ey Summary
Previous Save and Mext

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:

Application to NSW Health required *
Prescriber
celails.
@ Daly comphéte this quesiian & yoor patienl belongs 0o any of e mendioned cidepones balow. I
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10.

Once all the information requested in the system has been completed as part of the
submission, the prescriber will then submit the application/notification. 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.

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.
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TGA contact details

Special Access Scheme: SAS@health.gov.au

Medicinal Cannabis: Medicinal.cannabis@health.gov.au

Special Access Scheme: 1800 020 653; +61 2 6289 4632
Medicinal Cannabis: 1800 020 653; +61 2 (02) 6289 4631

Special Access Scheme and Medicinal Cannabis: +61 2 6203 1105
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Version history

Version | Description of change | Author Effective date

V1.0 Original publication. Experimental Products Section | 31 July 2018
(EPS); Pharmacovigilance and
Special Access Branch (PSAB)

V1.1 Guidance updates based | Experimental Products Section | 28 September 2018
on system changes. (EPS); Pharmacovigilance and
Special Access Branch (PSAB)

V1.2 Guidance updates Experimental Products 22 April 2021
basedon system Section(EPS);
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