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Correspondence File Ref No:

SUBJECT: Streamlining access to medicinal cannabis

Key Issues

1. On 22 December 2017, the Honourable Greg Hunt MP, Commonwealth Minister for Health,
wrote to the Honourable Steven Miles MP, Minister for Health and Minister for Ambulance
Services, regarding the release of the national guidance documents for medicinal cannabis.

2. On 22 January 2018, Minister Hunt wrote to the Minister for Health and Minister for
Ambulance Services regarding streamlining access to medicinal cannabis.

4. A key suggestion by the Commonwealth is to develop a single application form nationally.
This would require some legal advice with regard to issues ent) confidentiality and
sharing of information between the Commonwealth and State G nments.

5. The letter suggests that there is duplication in the pro¢e
undertaken and approval given by the Commonwealt
determining suitability for access.

@n eg Hunt MP, Commonwealth Minister for Health,

PradHazzard jointly announced that NSW would
4l for medicinal cannabis for NSW patients, effectively
)n maker for approvals in NSW.

recognise the TGA'’s clinical appre
meaning the TGA is the primary decis

Results of Consultatio

10.

State officers are in frequent communication with regards to
stem-through the working group process.

11. Commonwea
streamlining

Resource Implicatigns (including Financial)

12. Nil
Background

13. The Public Health (Medicinal Cannabis) Act 2016 took effect on 1 March 2017.

14. The access to medicinal cannabis is an ongoing concern for a number of parties,
particularly patients, consumer groups, advocates, prescribers, Queensland Health and the
Commonwealth.

18.
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Attachments
16. Attachment 1:  Letter of response to the Honourable Greg Hunt MP

Department Contact Officer

Dr Jeannette Young, Chief Health Officer and Deputy Director-General, Prevention
Division, on telephone 3708 5190 or mobile
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The Hon Greg Hunt MP [ 2JAN 2016
Minister for Health

Ref No: MC17-02799
The Hon Dr Steven Miles MP 7 2 DEC 2017
Minister for Health and Minister for Ambulance Services
PO Box 48
BRISBANE QLD 4001

Dear Minster

As you know, some challenges can exist for prescribers and p
based advice around the efficacy of medicinal cannabis. In la ;
commissioned a group of universities (University of Sydney, \Usi
Wales, and University of Queensland) to review the existjrg<e
literature for the use of medicinal cannabis in various cofydi
funded by the Commonwealth Department of Health but pYinvestment from three state
governments, which I gratefully acknowledge.

Department
of New South

Based on these reviews, an overview document a © cogpdition-specific guidance

ar sionals in prescribing medical
cannabis products to treat patients. These inclu idance documents for palliative care,

er chemotherapy), and pain
brochure which summarises the current

conditions and epllepsy In addition, a pI
evidence for medicinal cannabis o

at: www.tga.gov.au/access-medi annabis-products

Production of these docyments wamned by five face-to-face workshops consisting of
30-60 clinicians, patie i
representatives., A r

workshops which d the drafting of the documents, including:

14 outpatient or primary health networks.

A drafting group for each guidance document was derived from volunteers at each workshop.
I thank you for your jurisdiction’s participation in the process. They have also been reviewed
and endorsed by the Australian Advisory Council for the Medicinal Use of Cannabis.

The documents will be used to educate and inform healthcare professionals who are
interested in medicinal cannabis as a treatment option for their patients. The guidance
documents outline the evidence base as it stands and will be updated into the future as more
evidence is established through clinical trials and research. However, I must emphasise the
documents have no status in law — that is, they are for purposes of advice only.

Parliament House, Canberra ACT 2600 Telephone (02) 6277 7220
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Overall, the advice in the guidance documents is that there are a number of areas where
cannabis products have been shown to have some efficacy, such as in certain paediatric
epilepsies, management of spasticity in multiple sclerosis and reduction of neuropathic
(nerve) pain in some patients,

It is anticipated that there will be some disagreement with the recommendations in the
various guidance documents from some stakeholders. These stakeholders may either feel they
are “anti-medicinal cannabis” or alternatively may provide undue support for the use of
medicinal cannabis products. Ultimately, the guidances are based on the facts and to support
the patient access pathways available to treating doctors,

There are a significant number of clinical frials currently underway both within Australia and

globally using medicinal cannabis products. It is planned that the gu c!’.’?s ocuments will be
updated during 2018 as more evidence from these trials becomes a 4 : 3 ’

My enduring focus is to ensure that treating doctors have the up-to=dafe evidence on the
efficacy of medicinal cannabis products to ensure they can h nce to treat the
patients they deem may benefit from its use, and critically, to re patient safety.

Yours sincerely @

Greg Hunt @\

&
N
&
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Hon Steven Miles MP
_ Minister for Health and
Queensland Minister for Ambulance Services

Government

1 William Street Brisbane QIld 4000
GPO Box 48 Brisbane

Queensland 4001 Australia
Telephone +61 7 3035 6100
Facsimile +61 7 3220 6231

C-ECTF-18/173

The Honourable Greg Hunt MP

Minister for Health and Minister for Sport @
PO Box 6022

House of Representatives @
Parliament House @

CANBERRA ACT 2600

Email: Greg.Hunt. MP@aph.gov.au @
Dear Minister \

Thank you for your correspondence in relati e reléase of the national guidance documents
for medicinal cannabis and regarding tim C to medicinal cannabis and streamlining
Commonwealth and State application pro

The national guidance documentg’ 4 2 great step forward to help doctors, pharmacists and
patients gain a better understanding_ ef the potential uses of medicinal cannabis and assist to
integrate medicinal cannabis into the Atsiralian health system. These documents are an excellent
beginning and will assist docjets who are interested in utilising medicinal cannabis as a treatment
option. This resource is a pec ry step to develop nationally consistent education and training
for doctors and pharmaci

ing process and as new evidence comes to light, it will be included
e documents. This will ensure that the guidance remains a
\ that can be relied upon. Queensland produced its own guidance
e-development of the Public Health (Medicinal Cannabis) Act 2016. The

| understand that this i
in regular updates j
relevant source ¢

In the time that | have been the Minister for Health and responsible for this initiative in Queensland,
| have become aware of the many issues that cause delays in delivering access to these products
in Queensland and the frustration these delays cause patients.

| am advised that the Queensland Department of Health will continue to work closely with the
Therapeutic Goods Administration and the Office of Drug Control and other States to improve the
appropriate access for patients to medicinal cannabis, as prescribed by their treating doctor. |
agree that the major impediment at this time is the overall reluctance by doctors to prescribe, as
the supporting evidence of the efficacy of medicinal cannabis as a valid treatment option for
patients is small. This reluctance may be exacerabated by the application processes required to
apply for access to unregistered medicinal cannabis products for patients.
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| support work to be undertaken to reduce red tape and to reduce as much of the duplication of
applications as possible. | have requested the Queensland Department of Health provide advice on
any possible improvements Queensland can put in place to reduce administrative burden on
medical officers who wish to prescribe medicinal cannabis for their patients. As you are aware, the
TGA and Queensland Health are working on the proposed Smartform to ensure only one
application form is required.

Irrelevant information

Thank you again for bringing this matter to my attention. Should youroffie
contact for any further information in relation to this@ have arranged for

Dr Jeannette Young, Chief Health Officer and Deputy Directo Prevention Division, on

telephone (07) 3708 5190, to be available to assist.
Yours sincerely ;@9

STEVEN MILES MP

Minister for Health
Minister for Ambulance Services

N
&
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Director
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Cleared by: Dr Jeannette Young 22

Chief Health Officer and Dep General
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Director-Genera
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Gregory Perry

From: Gregory Perry

Sent: Tuesday, 13 March 2018 6:15 PM
To:

Cc:

Subject:

Pleasure:| look forward to getting it done

Greg
Sent from my iPhone O
On 13 Mar 2018, at 5:01 pm, | /7 — lwrote:

Thanks for the prompt response Greg! Extremely helpful.

Kind regards
@
Experimental Products Section \

Pharmacovigilance and Special Access Branch
<image001.png>
Therapeutic Goods Administration
Health Products Regulation Group
Australian Government Departme @t

T:| N/ |

Location: Symaonston GD-47

PO Box 100, Woden ACT ZZS, ralia
This response is generdl i ation given to you without prejudice; it is not binding on the TGA and

you should get your Mn anésbsdent leqal advice to ensure that all of the legislative requirements

are met.

From: Grego itteGregory.Perry@health.qgld.gov.au]
Sent: Tuesday, rch 2018 5:46 PM

To:!| NS

Subject: RE: Medicinal Cannabis - Online application portal - Application form requirements
[SEC=UNCLASSIFIED]

Hi____land team — please see my responses below in red

Thanks

1. The legislative and regulatory provisions that relate to the SAS prescribe that another health
practitioner is able to submit a SAS application/notification on behalf of the prescriber (i.e.
to undertake the administrative task of completing the application and submitting this to
the TGA). Given the system will also provide the relevant information to QLD Health upon a
submission being made in the system, will QLD Health accept an application that has been
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submitted by a health practitioner that is not the prescriber of the medicinal cannabis
product?

Hadn’t thought about this before, should be ok - but the declaration and consent are an issue — its
best the applicant is the prescriber from our perspective.

2. Both PCPs and SPPs are required to submit a Notification of Medicinal Cannabis
Management Plan at the time they notify/apply to QLD Health (please correct me if | have
misinterpreted this). Upon review of the data contained within the separate medicinal
cannabis management plan form, we feel it would be appropriate and more streamlined to
also collect this information through the online system as part of the original
application/notification (rather than requiring the prescriber to complete and submit a
separate document). | note that there appears to be a high level of duplication between the
Application for a Medicinal Cannabis Approval — Medical Practitioner and the Notification of
Medicinal Cannabis Management Plan forms relating to the dispensing pharmacy, hence the

suggestion to capture these as part of the initial submission. Wou e an acceptable
approach?
The MCMP is only required if the doctor is going to store product — this_ suggest we

t in doing this

3. Section 5 (health condition requiring treatment with medic
X ndition being treated;
present and past therapies etc. As part of the TGA’s i(equi s under the SAS,
prescribers are asked to provide a clinical justificationfdr se of the unapproved
product in line with the patient’s condition. W e that] rather than providing 7
separate fields to capture this mformatlon (as asgcurrently with the QLD Health

n in\g_$i ield titled ‘Clinical justification for
use of the product’. If amenable to this pro we could include explanatory text to

f the information requested by QLD
Hagrosis, symptoms, and present or past therapies

Health (i.e. “Please provide details of
including reasons for failure etc”
Your suggestion is fine by us

From:
Sent: Tuesday, 13 March 2018 2:23 P
To: Gregory Perry

Cc:|

Subject: RE: Medicinal
[SEC=UNCLASSIFIED]

ine apﬁlicatioﬁ portal - Application form requirements

nabis

Hi Greg

Thanks for pay
representative

igay’s teleconference with the other state and territory
4 discussed, the incorporation of state and territory requirements within the
Special Access Sch SAS) online system has been supported by the majority of the
representatives. Giventhis support, | am now working closely with the development team to
document the finer details that apply to medicinal cannabis products being prescribed in each state
and territory and ensuring the system captures the required information as part of the respective
application processes. We will be sure to factor in the differences between the information required
of a Patient Class Prescriber (PCP) and a Single Patient Prescriber (SPP).

| have reviewed QLD Health’s Application for a Medicinal Cannabis Approval — Medical Practitioner
form which you kindly provided last week and would appreciate your advice on the following before
we commence development work:

1. The legislative and regulatory provisions that relate to the SAS prescribe that another health
practitioner is able to submit a SAS application/notification on behalf of the prescriber (i.e.
to undertake the administrative task of completing the application and submitting this to
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the TGA). Given the system will also provide the relevant information to QLD Health upon a
submission being made in the system, will QLD Health accept an application that has been
submitted by a health practitioner that is not the prescriber of the medicinal cannabis
product?

2. Both PCPs and SPPs are required to submit a Notification of Medicinal Cannabis
Management Plan at the time they notify/apply to QLD Health (please correct me if | have
misinterpreted this). Upon review of the data contained within the separate medicinal
cannabis management plan form, we feel it would be appropriate and more streamlined to
also collect this information through the online system as part of the original
application/notification (rather than requiring the prescriber to complete and submit a
separate document). | note that there appears to be a high level of duplication between the
Application for a Medicinal Cannabis Approval — Medical Practitioner and the Notification of
Medicinal Cannabis Management Plan forms relating to the dispensing pharmacy, hence the
suggestion to capture these as part of the initial submission. Would thisbe an acceptable
approach?

use of the product’. If amenable to this proposg
accompany this fields which references the na
Health (i.e. “Please provide details of th Nnos¥
including reasons for failure etc”).

Please note | have attached the aforemention lidation form to this email with comments for

your input. Please do not hesitate to ¢ ave any questions. | look forward to hearing
from you.
Kind regards

N

Experimental Productg 38
Pharmacovigilance and Speci ess Branch
nistration

<image001.png>

Therapeutic Goods Ady

Health ProductsRegulati oup

Australian Gover t Department of Health

L JE:
Location: Symonston GD-47

PO Box 100, Woden ACT 2606, Australia

This response is general information given to you without prejudice; it is not binding on the TGA and
you should get your own independent legal advice to ensure that all of the legislative requirements
are met.

From: Gregory Perry [mailto:Gregory.Perry@health.gld.gov.au]
Sent: Tuesday, 6 March 2018 9:14 AM
To: )
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Subject: RE: Medicinal Cannabis - Online application portal - Application form requirements
[SEC=UNCLASSIFIED]

Thanks| |

greg

From: | |

Sent: Tuesday, 6 March 2018 6:09 AM

To: Gregory Perry

Cc:| | MCTeam
Subject: RE: Medicinal Cannabis - Online application portal - Application form requirements
[SEC=UNCLASSIFIED]

Good Morning Greg

Thanks for providing this information. As you've suggested, we’ll be sure
consideration once an agreed approach has been reached between

For now, | will feed this back to the development team to consider
undertaking a scoping exercise to determine whether the integratian of functionality will suit all
the states and territories). | trust that the teleconference on f(id rve as a good opportunity
to further discuss prospective solutions. @9

Look forward to speaking with you then.

Kind regards Z
@

Experimental Products Section

Pharmacovigilance and Special Acce

<image001.png>

Therapeutic Goods Administration
Health Products Regulatio
Australian Government 9&artm tof Health

L JEL /AN N

Location: Symonston@ﬁ-N

PO Box 100, WO{? 2606, Australia

This response | | information given to you without prejudice; it is not binding on the TGA and
you should get vo}rw}m\c;fndependent leqal advice to ensure that all of the legislative requirements
are met.

From: Gregory Perry [mailto:Gregory.Perry@health.gld.gov.au]

Sent: Monday, 5 March 2018 10:35 AM

To: | |

Cc:| . . I i , , ; MCTeam
Subject: RE: Medicinal Cannabis - Online application portal - Application form requirements
[SEC=UNCLASSIFIED]

| did think of another issue over the weekend

Qld has 2 categories of prescribers Patient class prescribers (PCP) and single patient prescribers
(SPP).

D@H=‘Dﬂ= 17/1=©8@I Pag4e No. 13



PCP’s do not require a Qld approval only a notification within 7 days of prescribing. Attached info

So on your application —we need to flag early that PCP’s need TGA approval but can skip the Qld
application requirements.

Happy to discuss

Greg

<image002.gif> Gregory Perry
Director
Medicinal Cannabis Unit

Chief Medical Officer and Healthcare Regulation Branch
Prevention Division, Department of Health

p: 07 3708 5316 m:
a: Locked Bag 21, Fortitude Valley BC QLD 4006
w: Queensland Health | e: Gregory.Perry@health.

<image003.jpg> <image004.jpg> <image005.jpg> <i ::: 2006.

Queensland's health vision | By 2026 Queenslanders will be ariiong the hiealthiest people.in the wotld.

From:
Sent: Monday, 5 March 2018 9:25 A \\ﬂ
To: Gregory Perry
Cc:| ] ]

Subject: RE: Medicinal Cannabis - Onl|
[SEC=UNCLASSIFIED]

— , _ _ ; MCTeam
application portal - Application form requirements

Good Morning Greg
That is good news! Th for following up on this so quickly.

Kind regards

Experimental Products Section
Pharmacovigilance and Special Access Branch
<image001.png>

Therapeutic Goods Administration

Health Products Regulation Group

Australian Government Department of Health
T TlE]

Location: Symonston GD-47

PO Box 100, Woden ACT 2606, Australia
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This response is general information given to you without prejudice; it is not binding on the TGA and
you should get your own independent leqal advice to ensure that all of the legislative requirements
are met.

From: Gregory Perry [mailto:Gregory.Perry@health.gld.gov.au]

Sent: Monday, 5 March 2018 10:18 AM

To: | — ]

Cé | , } MCTeam

Subject: RE: Medicinal Cannabis - Online appilcatlon portal App[lcation form requirements
[SEC=UNCLASSIFIED]

Hil | have advice regarding the declaration signoff

Its good news we do not require a signature, so a tick box to accept the declaration will suffice.

greg

<image002.gif> Gregory Perry
Director
Medicinal Cannabis Unit
Chief Medical Officer and Healthcare Regulati ran
Prevention Division, Department of He
p: 0737085316 m: [ 1
a: Locked Bag 21, Fortitude Valley B 40
w: Queensland Health | e: Gregory-Rer ( Ith.qld.gov.au

<image006.jpg>

‘Queensland's health vision [ By 2026 Queensiziigars wiii be anong the healthiest people in the world.

From: | |

Sent: Monday, 26 FetyéQIB R\J@M

To: Gregory Perry
Cc:l | Tara

Subject: RE: Medici Cannaﬁ&)Onlme application portal - Application form requirements
[SEC=UNCLASS

Hi Greg
Thanks again for your time this afternoon and please pass on my thanks to your colleagues. | would
be very appreciative if you could provide me with an updated version of the application form to use
as the basis for our development.

Please do not hesitate to contact me if you have any questions in the meantime.

Kind regards

[ ]

Experimental Products Section
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Pharmacovigilance and Special Access Branch
<image001.png>

Therapeutic Goods Administration

Health Products Regulation Group

Australian Government Department of Health
Location: Symonston GD-47

PO Box 100, Woden ACT 2606, Australia

This response is general information given to you without prejudice; it is not binding on the TGA and
vou should get your own independent leqgal advice to ensure that all of the legislative requirements
are met.

From: Gregory Perry [mailto:Gregory.Perry@health.qld.gov.au]
Sent: Monday, 26 February 2018 2:04 PM
To: ]

Subje&i RE: Medicinal Cannabis - Online application portal - Applic form Tequirements
[SEC=UNCLASSIFIED]
0 e

Hil that fine for me — | will have to excuse myself > —to head to another
meeting
Cheers greg

Director

Medicinal Cannabis Unit

Prevention Division, D -‘ e
p: 07 3708 5316-m: ‘ ]
Agr24 dlley BC QLD 4006
h | e: Gregory.Perry@health.gld.gov.au

egulation Branch
of Health

AN
Queensland's health visien | By 2026 Queenslanders will be among the healthiest people.in the worid.

Queensland Health ackn se Traditional Owners of the land, and pays respect to Elders past, present and future.

From: N\
Sent: Monday, 26 February 2018 12:50 PM

To: Gregory Perry

Subject: RE: Medicinal Cannabis - Online application portal - Application form requirements
[SEC=UNCLASSIFIED]

Hi Greg
Thanks for the below. Would 4pm today suit? If so I'd be happy to dial you then.

Kind regards
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Experimental Products Section
Pharmacovigilance and Special Access Branch
<image001.png>

Therapeutic Goods Administration

Health Products Regulation Group

Australian Government Department of Health
T:| | Es

Location: Symonston GD-47

PO Box 100, Woden ACT 2606, Australia

This response is general information given to you without prejudice; it is not binding on the TGA and
you should get your own independent leqgal advice to ensure that all of the@wwe requirements
are met.

From: Gregory Perry [mailto:Gregory.Perry@health.qgld.gov.au]
Sent: Monday, 26 February 2018 12:11 PM
1 e H e —

Subject: RE: Medicinal Cannabis - Online application portal -
[SEC=UNCLASSIFIED]

Hil |1 have time this afternoon before 430 your time
Wednesday after 230, Thursday ater12pm your time

Thanks greg

From:{ _ C7 1)

Sent: Monday, 26 February 2018 9:29 /

To: Medicinal Cannabis; Gregory Per p Ba ne; jmack@doh.health.nsw.gov.au;

peter.gilfedder@doh.health.nsw.goy. ﬁ‘rdohﬁealth nsw.gov.au'; vivien.bevan@act.gov.au;
Anglea AF. Fitzhenry; 'Liam. Go!dm&@ a.gb¥.au’; Bernard.Laidlaw@sa.qgov.au'; -
'Martyn.England@sa.gov.au'; peter. bo}m@dhhs tas.gov.au; 'sam.halliday@dhhs.tas.gov.au';
'Margot.Johnson@dhhs.vic. qqy au'; 'Douq@q@dhhs vic.gov.au';

'Katherine.Ong@dhhs.vic. qo\f\a\nell keen@health wa.gov.au; jane.carpenter@health.wa.gov.au;
'hugh.heggie@nt.gov.au'; Schmidt@nt.g u'; 'ChiefHealthOfficer.DoH@nt.gov.au';
'mreye@doh.health.ns 'suzanpe. plerce@chlefsuentlst nsw.gov.au'; Tanya Bain;
mlchael fitzsimons@act.gov.au mreland@epl[epsv org.au’;
7'Anne.i[pnkm@agglarir.ﬂ u.aweecelia.gore@nt.govaau’; .~ |

‘Sub]ect RE ygls -u - Online application portal - Application fbrm requirements

[SEC=UNCLASS

Good Morning All
Thank you| for sending the below and making the introduction.

By way of background, last year the Australian Government responded to a number of
recommendations made as a result of the Review of Medicines and Medical Devices Regulation
(MMDR). Subsequently, the TGA is currently building an externally facing IT system that will enable
health practitioners to create, submit and manage applications/notifications under the Special
Access Scheme (SAS) (rather than using the current paper forms). Given the recent discussions
relating to the streamlining of Commonwealth and state/territory processes associated with
accessing medicinal cannabis in Australia, | would like to schedule time with each of you to discuss
the following proposed approach:
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e When a medicinal cannabis product is selected in the system, the user will be presented
with the fields that are currently included within the respective state/territory application
forms for prescribing medicinal cannabis (as well as the fields required by the TGA).

e Upon submitting the SAS application/notification through the system, both the TGA and the
relevant state/territory health department will receive the information required to process
the application/notification.

The above proposal provides a single entry point for prescribers of medicinal cannabis to submit the
relevant data requirements to the TGA and the state/territory simultaneously.

To ensure a prototype of the above can be provided ahead of the teleconference scheduled for 9
March, | kindly request that each state/territory propose a time to talk through the above at your

earliest convenience.

Please do not hesitate to contact me if you have any questions. | look for earing from you.

Experimental Products Section
Pharmacovigilance and Special Access Branch
<image001.png>

Therapeutic Goods Administration

Health Products Regulation Group

Australian Government Department of Health
L ||E
Location: Symonston GD-47

Kind regards

PO Box 100, Woden ACT 2606, Austréli

This response is general information to you without prejudice; it is not binding on the TGA and
you should get your own independent fe%l}@vfce to ensure that all of the legislative requirements

are met. \
From: half Of icinal Cannabis

Sent: Friday, 23 Feb 9:52 AM
Subject: Medicinal Cannabis ~Qntine application portal - Application form requirements
[SEC=UNCLASSI

Dear all,

In the lead up to cheduled meetings in March (the teleconference on the 9™ and the
Access Working Group Meeting on the 20™) , I am pleased to advise that we have begun
developing a solution to consolidate the state and territory requirements (as well as
those required by the TGA) relating to accessing medical cannabis in Australia into a
single form to be submitted online. This will allow prescribers of medical cannabis to
provide information to meet state/territory and commonwealth requirements through a
single portal. As you are aware, we have a teleconference scheduled for Friday, 9 March
to discuss this matter in further detail to which we will distribute a draft prototype of the
solution to all attendees for consideration and comment.

As part of this work, we will need to gather all the individual state and territory
requirements that form part of the jurisdictional applications. Our project team will need
a definitive list of requirements to begin development. At present we are utilising your
application forms to make our preliminary developments. To expedite this development
process, I kindly ask you to review the individual requirements contained within your
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respective application forms and provide a definitive list of these requirements by COB,
Wednesday 28 February 2018. If no response is received, we will take that to mean
the requirements contained within your current application forms are correct and to be
included within this scope of work.

I would like to take this opportunity to introduce my colleague, | . ]
who will be taking the lead on the development of this work. Should you have any
questions please do not hesitate to contact him at | |
or on | |

Kind regards,

[

Medicine Shortages Section
Pharmacovigilance and Special Access Branch

Phone:| |

Email: medicinal.cannabis@health.gov.au Z
Therapeutic Goods Administration
Department of Health @

PO Box 100
Woden ACT 2606

www.tga.gov.au

| acknowledge the traditional custodians of the lands anpd wat re We live and work, and pay my respects to

elders past, present and future.

; il is not binding on the TGA and you should
lative requirements are met.

This response is general information given to you with

the use of the addressee and may contain
you are not the intended recipient, you are
this communication is strictly prohibited. If you

tify the author immediately and delete all copies

notified that any use or disseminati
receive this transmission in error plea
of this transmission."

R a Lt RS s AR R E S LR RS SR 2 LEL S St ] eaaat L EE LA L L LRSS S LI LR S

including any attachipéy irzsubject to a statutory duty of confidentiality if it relates to health service matters.

If you are not the intended egipient(s), or if you have received this email in error, you are asked to immediately notify the sender by telephone
collect on Australia +61 1800 198 T or by return email. You should also delete this email, and any copies, from your computer system network and
destroy any hard copies produced.

[f not an intended recipient of this email, you must not copy, distribute or take any action(s) that relies on it; any form of disclosure, modification,
distribution and/or publication of this email is also prohibited.

Although Queensland Health takes all reasonable steps to ensure this email does not contain malicious software, Queensland Health does not accept
responsibility for the consequences if any person's computer inadvertently suffers any disruption to services, loss of information, harm or is infected
with a virus, other malicious computer programme or code that may occur as a consequence of receiving this email.

Unless stated otherwise, this email represents only the views of the sender and not the views of the Queensland Government.
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"Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information. If you are not the intended recipient, you are
notified that any use or dissemination of this communication is strictly prohibited. If you
receive this transmission in error please notify the author immediately and delete all copies
of this transmission."

"Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information. If you are not the intended recipient, you are
notified that any use or dissemination of this communication is strictly prohibited. If you
receive this transmission in error please notify the author immediately and delete all copies
of this transmission."

"Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information. If you are not the intended gecipient, you are

notified that any use or dissemination of this communication is stric tt“ ihited. If you
ete all copies

receive this transmission in error please notify the author immediat
of this transmission." f? .

"Important: This transmission is intended only for the use of t resgee and may contain
confidential or legally privileged information. If you are 3¢ infegded recipient, you are
notified that any use or dissemination of this communicg tly prohibited. If you
receive this transmission in error please notify the author™

of this transmission." @

)
"Important: This transmission is intended o rt the addressee and may contain
confidential or legally privileged information. are not the intended recipient, you are
notified that any use or dissemination of thj ation is strictly prohibited. If you
receive this transmission in error please n e ¢uthor immediately and delete all copies
of this transmission."
)

or the use of the addressee and may contain
confidential or legally privileged fofpation. If you are not the intended recipient, you are
notified that any use or dissemination is communication is strictly prohibited. If you
receive this transmission ifsgror please notify the author immediately and delete all copies
of this transmission."

"Important: This transmission iyigten
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Gregory Perry

From: Gelavis, Anna <Anna.Gelavis@health.wa.gov.au>
Sent: Thursday, 15 February 2018 1:37 PM
To: Susan Ballantyne; Medicinal Cannabis; Gregory Perry;

jmack@doh.health.nsw.gov.au; peter.gilfedder@doh.health.nsw.gov.au;
'iffizz@doh.health.nsw.gov.au’; 'rvink@doh.health.nsw.gov.au’;
Andrew.Pengilley@act.gov.au; vivien.bevan@act.gov.au;
‘Kirsty.Whybrow@act.gov.au'; ‘chris.kelly@act.gov.au'’; Anglea AF. Fitzhenry;
'Liam,Golding@sa.gov.au'; ‘Bernard.Laidlaw@sa.gov.au’;
'‘Martyn.England@sa.gov.au'; peter.boyles@dhhs.tas.gov.au;
‘sam.halliday@dhhs.tas.gov.au’; ‘Margot.Johnson@dhhs.vic.gov.au’;
'Doug.young@dhhs.vic.gov.au'; 'Katherine.Ong@dhhs.vic.gov.au’; Keen, Neil;
Carpenter, Jane; 'hugh.heggie@nt.gov.au’; 'Sand idt@nt.gov.au’;
'ChiefHealthOfficer.DoH@nt.gov.au'; 'mreye@d thhsw.gov.au';
‘suzanne.pierce@chiefscientist.nsw.gov.au'; Tanya

michael fitzsimons@act.gov.au; 'cireland@ psy.org.au’;
'Anne.Tonkin@adelaide.edu.au’; 'cecelia. )

au;, L

Subject:

Hi

The 20" suits me as well. \

Regards @
Anna Gelavis

Manager | Drugs of Dependence Unit

Medicines and Poisons Regulation Branch

Office of Chief Health Officer

Public and Aboriginal Health Divisj

Department of Health

T:08 9222 2049 F:08 92222

anna.gelavis@health.wa.gov.du
www.health.wa.gov.au/Sg

Delivering a Healthy ¥

From: Susan Ballantyne [mailts:Busan.Ballantyne@health.qgld.gov.au]

Sent: Thursday, 15 February 2018 05:42

To: Medicinal Cannabis; Gregory Perry; jmack@doh.health.nsw.gov.au; peter.gilfedder@doh.health.nsw.gov.au;
'ifizz@doh.health.nsw.gov.au'; 'rvink@doh.health.nsw.gov.au'; Andrew.Pengilley@act.gov.au;
vivien.bevan@act.gov.au; 'Kirsty.Whybrow@act.gov.au'; 'chris.kelly@act.gov.au'; Anglea AF. Fitzhenry;
'Liam.Golding@sa.gov.au'; 'Bernard.Laidlaw@sa.gov.au'; 'Martyn.England@sa.gov.au'; peter.boyles@dhhs.tas.gov.au;
'sam.halliday@dhhs.tas.gov.au'; 'Margot.Johnson@dhhs.vic.gov.au'; 'Doug.young@dhhs.vic.gov.au';
'Katherine.Ong@dhhs.vic.gov.au'; Keen, Neil; Carpenter, Jane; 'hugh.heggie@nt.gov.au'’;
'Sandra.Schmidt@nt.gov.au'; 'ChiefHealthOfficer.DoH@nt.gov.au'; 'mreye@doh.health.nsw.gov.au’;
'suzanne.pierce@chiefscientist.nsw.gov.au'; Tanya Bain; Gelavis, Anna; michael.fitzsimons@act.gov.au;
'cireland@epilepsy.org.au'; 'Anne.Tonkin@adelaide.edu.au'; 'cecelia.gore@nt.gov.au’; [
Subject: RE: Medicinal Cannabis Access Working Group - proposed meeting dates in March 2018
[SEC=UNCLASSIFIED]
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Hi — 20" March would be most suitable for me
Sue

From: ' ' On Behalf Of Medicinal Cannabis

Sent: Tuesday, 13 February 2018 4:47 PM

To: Gregory Perry; Susan Ballantyne; jmack@doh.health.nsw.gov.au; peter.gilfedder@doh.health.nsw.gov.au;
'ifizz@doh.health.nsw.gov.au'; 'rvink@doh.health.nsw.gov.au'; Andrew.Penqilley@act.gov.au;
vivien.bevan@act.gov.au; 'Kirsty. Whybrow@act.gov.au'; 'chris.kelly@act.gov.au'; Anglea AF. Fitzhenry;
‘Liam.Golding@sa.gov.au'; 'Bernard.Laidlaw@sa.gov.au'; 'Martyn.England@sa.gov.au'; peter.boyles@dhhs.tas.gov.au;
'sam.halliday@dhhs.tas.gov.au'; 'Margot.Johnson@dhhs.vic.gov.au'; 'Doug.young@dhhs.vic.gov.au';
'Katherine.Ong@dhhs.vic.gov.au'; neil.keen@health.wa.gov.au; jane.carpenter@health.wa.gov.au;
'hugh.heggie@nt.gov.au'; 'Sandra.Schmidt@nt.gov.au'; 'ChiefHealthOfficer.DoH@nt.gov.au';
'mreye@doh.health.nsw.gov.au'; 'suzanne.pierce@chiefscientist.nsw.gov.au'; Tanya Bain;
anna.gelavis@health.wa.gov.au; michael.fitzsimons@act.gov.au; 'cireland@epilepsy,org.au’;
'Anne.Tonkin@adelaide.edu.au'; 'cecelia.gore@nt.gov.au'; _ / ;

L 1 Medicinal Cannabis O
Subject: Medicinal Cannabis Access Working Group - proposed meeting dates in

a’ [SEC=UNCLASSIFIED]

Dear all,
As you may be aware| | has just started 3 weeks leav ' ence he has tasked me with
finding a suitable date for the next Cannabis Access Working(Gr ting which is due to be held in

Canberra sometime in March.

I currently have 2 proposed dates for the meeting @
1) 7" of March 2018 or \

2) 20" of March 2018

Please advise by COB Thursday 15" of Febr i are able to attend on a particular date, or if
both of these dates are possible for you. . he tight timeframe for response, it is difficult
to secure conference rooms in Canberr isfast approaching so I would like to have a firm

date to everyone by early next week.

Ideally it would be wonderful if everyone attend in person but we will be able to teleconference
anyone unable to come to Canberra, please let me know so I can make the arrangements.

discuss core responsibiliti state/territory and federal levels, decision making considerations
and opportunity for strearini
and territories and the £om

I look forward to receiviaG/your responses.
If you have any other medisinal cannabis matters for discussion with the TGA while| | is away
please don’t hesitate to contact me instead.

Thanks and kind regards,

|

Medicine Shortages Section
Pharmacovigilance and Special Access Branch
Phone:

Email: medicinal.cannabis@health.gov.au
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Therapeutic Goods Administration
Department of Health

PO Box 100

Woden ACT 2606

www.tga.gov.au

| acknowledge the traditional custodians of the lands and waters where we live and work, and pay my respects to elders past,
present and future.

This response is general information given to you without prejudice, it is not binding on the TGA and you should get your own
independent legal advice to ensure that all of the legislative requirements are met.

"Important: This transmission is intended only for the use of the addressee and-may contain confidential or
legally privileged information. If you are not the intended recipient, you ar
dissemination of this communication is strictly prohibited. If you receive th

notify the author immediately and delete all copies of this transmission,”

L e Rl R e e e e e s et E R P st s

This email, including any attachments sent with it, is confidential and for the sole use of the intended re€ipfeny ofifidentiality is not waived or lost, if you receive it

and you are not the intended recipient(s), or if it is transmitted/received in error.

ayfon contained in this email, including any attachment sent

ely notify the sender by telephone collect on Australia +61 1800
198 175 or by return email. You should also delete this email, and any copies, from y et network and destroy any hard copies produced.

If not an intended recipient of this email, you must not copy, distribute or take ary s on it; any form of disclosure, modification, distribution and/or

publication of this email is also prohibited.

Although Queensland Health takes all reasonable steps to ensure thigépail dygs nd minmalicious software, Queensland Health does not accept responsibility for the
consequences if any person's computer inadvertently suffers any di§mdption Yo jervices, Toss of information, harm or is infected with a virus, other malicious computer
programme or code that may occur as a consequence of receiving

Unless stated otherwise, this email represents only the views of the 3sgdefand not the views of the Queensland Government.
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Gregory Perry

From: I

Sent: Tuesday, 13 March 2018 10:52 AM

To: Gregory Perry

Subject: RE: Medicinal cannabis teleconference meeting minutes for comment - 9/03/2018

[SEC=UNCLASSIFIED]

Hi Greg,
Thanks,| |and | are here all day today so please feel free to give us a call when you're available.

Kind regards,

Medicine Shortages Section /{z@

Pharmacovigilance and Special Access Branch
Phone:[ 1
Email: medicinal.cannabis@health.gov.au

PO Box 100
Woden ACT 2606

www.tga.gov.au

Therapeutic Goods Administration
Department of Health \

| acknowledge the traditional custodians of the landg ate 51 we live and work, and pay my respects to elders past,

present and future.

prejudice; it is not binding on the TGA and you should get your own
e requirements are met.

This response is general information given fo you™N
independent legal advice to ensure that all of the legrsialf

egory.Perxxy@health.qld.gov.au]
:20 PM

From: Gregory Perry [mai

To:l __ |
Subject: RE: Medicin is teleconference meeting minutes for comment - 9/03/2018 [SEC=UNCLASSIFIED]
Hi[ 1 thanks for those — | t believe we have had a situation where we have disagreed with the TGA
approval. And think we have significant overlap — tried to cal —but holday there so will call tomorrow

Thanks greg

From: S o
Sent: Monday, 12 March 2018 10:28 AM

To: 'judith. MACKSON@moh.health.nsw.gov.au'; Gregory Perry; 'Doug.young@dhhs.vic.gov.au'; Anglea AF. Fitzhenry;
neil.keen@health.wa.gov.au; 'cecelia.gore@nt.gov.au'; peter.boyles@dhhs.tas.gov.au; michael.fitzsimons@act.gov.au
Subject: Medicinal cannabis teleconference meeting minutes for comment - 9/03/2018 [SEC=UNCLASSIFIED]

Dear all,
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Thank you for participating in the teleconference on Friday.

Please find the minutes from the meeting attached, including a summary table at the end of the
document. Please disseminate to your appropriate colleagues.

I apologise if we have not included a full name or have misspelt any names on the list of attendees. If
these could be corrected that would be appreciated.

We kindly request that all states and territories could provide comment on the minutes by COB
Tuesday 13/03/2018.

Please note that it is a public holiday in Canberra today so most of the TGA and ODC are out of office
but will return tomorrow.

Kind regards,

1

Medicine Shortages Section
Pharmacovigilance and Special Access Branch
Phone: | @

Email: medicine.shortages@health.gov.au

Therapeutic Goods Administration
Department of Health

PO Box 100
Woden ACT 2606
www.tga.qov.au

I acknowledge the traditional custodians of the lands and wa rewe live and work, and pay my respects to elders past,
present and future.

This response is general information given to you M prejudice; it is not binding on the TGA and you should get your own
independent legal advice to ensure that all of the/lg e Tequirgments are met
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with it, is confidential and for the sole use of the intended recipient(s). This confidentiality is not waived or lost, if you receive it

This email, including any attach 8¢
ol it is transmitted/received in error.

and you are not the intended recipien

Any unauthorised use, alteration, disclosure, distribution or review of this email is strictly prohibited. The information contained in this email, including any attachment sent
with it, may be subject to a statutory duty of confidentiality if it relates to health service matters.

If you are not the intended recipient(s), or if you have received this email in error, you are asked to immediately notify the sender by telephone collect on Australia +61 1800
198 175 or by return email. You should also delete this email, and any copies, from your computer system network and destroy any hard copies produced.

If not an intended recipient of this email, you must not copy, distribute or take any action(s) that relies on it; any form of disclosure, modification, distribution and/or
publication of this email is also prohibited.

Although Queensland Health takes all reasonable steps to ensure this email does not contain malicious software, Queensland Health does not accept responsibility for the
consequences if any person’'s computer inadvertently suffers any disruption to services, loss of information, harm or is infected with a virus, other malicious computer
programme or code that may occur as a consequence of receiving this email.

Unless stated othenwise, this email represents only the views of the sender and not the views of the Queensland Government.
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