FOI 26-3166 - Document 34

Australian Government

Department of Health and Aged Care

Approval to Supply
Pharmaceutical Benefits

National Health Act 1953

with approval number: 538 Q
trading as: ,@Q’
s38

X
has approval to supply pharmaceutical IQéhefits at the premises situated at:

N
O
s38 N

effective from the 23"’@@%(3 of May in the year 2023
SATF 2

26 May 2023

Signgﬁre Date
%

@S\'Iegate, Department of Health and Aged Care
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From: 90Apharmacy

To: s47F

Cc: 90Apharmacy

Subject: Notice of decision - Request for Ministerial discretion - 38 [SEC=OFFICIAL]
Date: Friday, 6 January 2023 9:57:39 AM

Attachments: image001.png

Good morning Mr S47F ?9

Please find attached correspondence in relation to your client’s request to supply K
Pharmaceutical Benefits Scheme (PBS) medicines at $38 N

including:
« Notice of Minister’s decision to approve -538 (§\<\ N
e PBS Approval to Supply Certificate \2@)
¢ National Health (Pharmaceutical Benefits) (Conditions of approv&for approved
. . XN
pharmacists) Determination 2017 Q)(\

Please complete and return the following documents via the PI%S‘A\pproved Suppliers Portal.
¢ Notification of bank account details for approved phaqu{écist form
e Authority to authorise pharmacist(s) to sign cIaim@@ms on behalf of approved

pharmacist(s) form N
If you have questions in relation to the above, pleag}ésemail 90Apharmacy@health.gov.au.
Regards >
SATE(c). P\q
B LN
Ministerial Discretion Team ?\0

Provider Support and Systems Branch

Benefits Integrity and Digital Health Division-.@alth Resourcing Group
Australian Government, Department of H and Aged Care

E: 90Apharmacy@health gov.au Q

PO Box 9848, Canberra ACT 2601, tralia

The Department of Health and ﬁ% Care acknowledges the traditional owners of country throughout Australia, and
their continuing connection ft d, sea and community. We pay our respects to them and their cultures, and to elders
both past and present 60

)
@

&

/\
&
é@
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Australian Government
Department of Health and Aged Care

Ref: DP369
s47F

S4TF

Dear Applicant
Notice of Approval

I, Lynda Foyster, delegate of the Secretary of the Department of Health andﬁfgéd Care
(department) for subsection 90B(6) of the National Health Act 1953 (Act),, am writing to notify you
that on 28 December 2022, the Minister for Health and Aged Care (Mlnls‘ter) approved:

s38 L

to supply Pharmaceutical Benefits Scheme (PBS) medicinequtg\\'

QS

s38

The approval number that has been allocated toybur approval by the delegate of the Minister for
regulation 16 of the National Health (Pharmaceut/cal Benefits) Regulations 2017 is s38 . Please
ensure that you reference this number on alk official communications with us and when submitting
PBS claims to Services Australia. \\

Enclosed is your ‘Certificate of Approval in respect of the above premises.

\

We have not been prowded W|th evidence of approval from the relevant state or territory pharmacy
authority to operate a phalmacy business at the address in respect of which approval has been
granted.

Your approval number has therefore been deactivated until 8 February 2023.
Once we recewe ewdence that the relevant state or territory pharmacy authority has granted you
approval to ‘Operate a pharmacy business at the approved premises, your approval will be

re- actlva}ed Please email this evidence to 90Apharmacy@health.gov.au

|/|
Cor[dltlons of approval
/‘1 Ll
“lt is important to note that this approval is subject to the conditions specified in section 92A of the
Act, including those determined by the Minister under subsection 92A(1)(f) of the Act (refer to
National Health (Pharmaceutical Benefits) (Conditions of approval for approved pharmacists)
Determination 2017 attached).

As your application was made under $38 of the National Health (Australian Community
Pharmacy Authority Rules) Determination 2018 (Pharmacy Location Rules), it is subject to the
restrictions applicable to that ltem. Specifically, the pharmacy is restricted from relocating from
outside of thes38 , for a period of ten years from
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28 December 2022, unless there are exceptional circumstances (see Iltem 315 of the Pharmacy
Location Rules).

As the approved pharmacist, it is your responsibility to:

¢ understand and comply with any changes to the legislation in the supply of Pharmaceutical
Benefits

e let us know of any changes that affect the supply of PBS medicines at the pharmacy
premises

¢ notify us if changes occur to your pharmacy premises and/or the approved pharmacist/s.

Provision of bank account for PBS payments and authorising pharmacist(s) to submit
claims

You will need to complete the following forms (attached) to enable payment of your PBS claims
and/or to authorise a pharmacist to sign claim on your behalf:

e Notification of bank account details for approved community pharmacist

o Authority to authorise pharmacist(s) to sign claim forms on behalf of approved
pharmacist(s)

These forms must be uploaded, by a signed in user, to the PBS Approved Suppliers Portal
accessible at https://pbsapprovedsuppliers.health.gov.au

Pharmacy landline

Once the pharmacy is open and trading, you will need to advise us of the pharmacy’s landline by
emailing: pbsapprovedsuppliers@health.gov.au

Online claiming for PBS

If you have not already done so, you must register’your ABN and enter into a Recipient Created
Tax Invoice Agreement with Services Australia.(Medicare) for your new pharmacy approval
number.

You will need to set-up in PRODA for:PBS online claiming, including registering your organisation
in PRODA, adding and linking to PBS Online with your new pharmacy approval number, and
registering a B2B Device for claiming.

Information about online claiming, PRODA set-up and the required forms are available from
Services Australia websité at www.servicesaustralia.gov.au using the search term ‘PBS online
claiming’.

Ordering PBS:stationery supplies

PBS statignery must be ordered through Health Professional Online Services (HPOS). To set up a
HPOS account, you must:
¢ register for an individual PRODA account (employees should also register for an individual
PRODA account if they don’t yet have one)
e register your pharmacy as an organisation in PRODA
¢ link to the HPOS service in PRODA using the pharmacy approval number (administration
number)

Please refer to the guide for ordering PBS stationery through HPOS available at
servicesaustralia.gov.au/pbsstationery for further information.
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Efficient Funding of Chemotherapy (EFC) arrangements

Should you wish to claim eligible EFC items you will need to obtain a Compounder ID for your
pharmacy or the ID of the compounder used to prepare these medicines. More information on how
to obtain a Compounder ID can be found at www.ccpsagency.com.au/compounderform.pdf

Community Pharmacy Programs

Please ensure that you advise the Pharmacy Program Administrator, the organisation responsible
for administering Community Pharmacy Programs funded under the Seventh Community
Pharmacy Agreement, of any changes to your PBS approval number.

If you have any questions, please email 90Apharmacy@health.gov.au.

Yours sincerely

S47E(c), s47F

Lynda Foyster
Delegate of the Secretary of the Department of Health and Aged Care

6 January 2023

Attachments

Certificate of Approval

National Health (Pharmaceutical Benefits) (Conditions of approval for approved pharmacists)
Determination 2017

Notification of bank account detajls for approved pharmacist form

Authority to authorise pharmagist(s) to sign claim forms on behalf of approved pharmacist(s)
form
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Australian Government

Department of Health and Aged Care

Approval to Supply
Pharmaceutical Benefits

National Health Act 1953

s38
3

sz}
with approval number: $38 Q@
trading as: %\@
s38
has approval to supply pharmaceutical efits at the premises situated at:
s38

7]
effective from the 48% day of December in the year 2022

\‘9@

e
S4TF

6 January 2023

Delegate Date
Department of Health and Aged Care

Page 1 of 1



FOI 26-3166 - Document 39

From: 90Apharmacy

To: S47F

Subject: Request for Statement of Reasons - S38 [SEC=OFFICIAL]
Date: Thursday, 9 February 2023 10:43:02 AM

Attachments: image001.png

Signed SoR and Att A.pdf
SoR Cover letter to third party - DP369 - S38 .pdf

Dear MrS47F

Please find attached the covering letter and signed Statement of Reasons in relation to your \(\Q
client’s request regarding the approval of premises in $38 to supply pharmaceutical ?9
benefits. 06
>
S
Regards g\\'
¥
SATE(c), \%
SA7F O

Ministerial Discretion Team

Provider Support and Systems Branch @"
Benefits Integrity and Digital Health Division | Health Resourcing Group @(b
Australian Government, Department of Health and Aged Care \\2\
E: 90Apharmacy@health.gov.au @)
PO Box 9848, Canberra ACT 2601, Australia 6\
The Department of Health and Aged Care acknowledges the traditional owners untry throughout Australia, and
their continuing connection to land, sea and community. We pay our respects em and their cultures, and to elders
both past and present. be
P
Z
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The Hon Mark Butler MP
Minister for Health and Aged Care

Statement of Reasons

'IéhBis statement is provided in response to a request received on 11 January 2023 from

s

for a Statement of Reasons under section 13 of the Administrative Decisions (Judicial Review) Act 197%>
This statement is made in relation to a decision made by the Minister for Health and Aged
under subsection 90A(2) of the National Health Act 1953, to substitute (for the Secretary’s
decision) a decision approving the Applicant for the purpose of supplying pharmacetitical
benefits at 538 '

s38 ' -
O
Definitions O
- N
In this statement: \2\6
‘Act’ means the National Health Act 1953; \(5\

‘Applicant’ means the pharmacist who applied for approval u et section 90 of the Act; and
subsequently under subsection 90B(1) for the exercise of inister for Health and Aged
Cate’s discretion under subsection 90A(2) of the Act; O@Q

‘Authority’ means the Australian Community Phar{&cy Authority established under section
99] of the Act; *O\\

‘department’ means the Australian Govcnﬁﬁt Department of Health and Aged Care;

N
‘Location Rules’ means the National Héalth (Australian Community Pharmacy Authority
Rules) Determination 2018 (PB 46 of 2018) made under section 99L of the Act;

‘Minister’ means the Minister for;Health and Aged Care;

‘Ministerial Submission’ n@s the Ministerial Submission provided by my department on
14 December 2022, in rclag\on to the request for approval by the Applicant made under
subsection 90B(1) of t@ ct;

‘ptoposed ptemlse?p means premises located at 838

‘Secretaty’ mieans the Secretary of the department;

‘sectio. QE&Appltcaaon means the application made on 17 March 2022 under section 90 of
the 189 or approval to supply pharmaceutical benefits at the proposed premises.

>
%
%)

Q\

Parliament House Canberra ACT 2600 | Minister.Butler « health.zov.an
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Background

1.

On 17 Match 2022, the Applicant made the section 90 Application to the Secretary to
supply pharmaceutical benefits at the proposed premises.

2. Consistent with subsection 90(3A) of the Act, the section 90 Application was referted to
the Authority for consideration in accordance with the Location Rules.

3. On 22 April 2022, the Authotity recommended to a delegate of the Secretary that the
Applicant’s section 90 Application not be approved because it was not satisfied it met
the requirements of

O
& 1] &

4. Under section 11 of the Location Rules, the Authority must recommend that an V‘Q
application not be approved under section 90 of the Act if a requirement undet,the
Location Rule that applies to the application is not met. \\\ﬁ

N

5. On 9 June 2022, the Sccretary’s delegate rejected the application. This sin accordance
with subsection 90(3B) of the Act, as the Authotity had recommend e application
not be approved. é@"

Request for exercise of Discretionary Power ‘\\2\0

6.  Under subsection 90B(1) of the Act, if section 90A appljegtg a rejection under

section 90, a pharmacist can lodge a request with my d ent for me to exercise my
discretionary power under subsection 90A(2) of the &t Subsection 90A(2) of the Act
‘provides that I may, in certain circumstances, su te a rejection by the Secretaty or
delegate under section 90 with an approval decision.

Page 2 of 10
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Exercise of discretionary power

14.  On 28 December 2022, I decided, in accordance with subsection 90A(2) of the Act, to
approve the Applicant’s request to supply pharmaceutical benefits at the proposed premises.

15.  Inaletter dated 6 January 2023, Ms Lynda Foyster, A/g Assistant Secretary,
Provider Support and Systems Branch of my department, notified the Applicant of my
decision to approve the request.

18. An extract of the relevant legislation is at Attachment A.

Evidence taken into account

NS
19.  In considering the exercise of my discretion and making my dccision,fatook into
account the contents of the Ministerial Submission and the conte%b of the documents
attached to the Ministerial Submission as outlined at paragrag\bz@».
)

Submissions by the Applicant Q
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Findings on material questions of fact

24. Based on the material before me, including my department’s rescarch, I made the
following findings of material facts:
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My Decision o

25. 1 decided to approve the Applicant’s request for approval to suppl hamﬁ&uca]
N

Reasons for decision i

26. 1 decided to approve the Applicant’s request because I wa satisfied the criteria for the
exercise of my discretion wete met. Specifically, [ was sa&ed:
® the Secretary’s decision to not apptove the Appl@t would tesult in a community
being left without reasonable access to p utical benefits supplied by an
approved pharmacist; and

® it was in the public interest to apptovqghe Applicant.
q)‘lz

Relevant community )

27. Paragraph 90A(3) of the Act ptox@és that for the purposes of subsecuon @,
community means a group of people that, in my o cons comm

Reasonable access an

29. I considered &@Q aving regard to the information and submissions provided by the
Applican f.8 parties and my department, it was in the public interest to approve the
-Applic request.
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8

32.  Accordingly, I decided to approve the Applicant’s request because I was satisfied it met
the criteria in subsection 90A(2) of the Act.

Mark Butler

7 February 2023 (;}\QQ
Encl: Attachment A: Extract of the relevant legislation 6?9
O
O
0
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ATTACHMENT A
National Health Act 1953
Sections 90A and 90B of the Act provide as follows:

90A Minister may substitute decision approving pharmacist
(1) This section applies in relation to a decision of the Secretary under section 90 rejecting an
application by a pharmacist for approval to supply pharmaceutical benefits at particular
premises, if:

(a) the application was made on or after 1 July 2006; and Q)\(\Q

(b) the decision was made on the basis that the application did not comply with th ?9
requirements of the relevant rules determined by the Minister under section %9§

(2) The Minister may substitute for the Secretary’s decision a decision approving ﬂ@hamacist
for the purpose of supplying pharmaceutical benefits at the particular pren.lis@f the Minister

is satisfied that: Q\‘b

(a) the Sectetaty’s decision will result in a community being left Wiﬁ}but reasonable
access to pharmaceutical benefits supplied by an approveqé@@rmacist; and

(b) itis in the public interest to approve the pharmacist. \CS\

(3) For the purposes of subsection (2): =3

. ~ .. .
community means a group of people that, in the oplgb(n of the Minister, constitutes a
community. ' OQJ
reasonable access, in relation to pharmaceuti nefits supplied by an approved
pharmacist, means access that, in the OPiniQG¥) the Minister, is reasonable.

(4) The power under subsection (2) may o@%e exercised:
(a) on request by the phannacis&ar}ade under section 90B; and

(b) by the Minister persoqa]obx

(5) Subject to subsection 90B%§%he Minister does not have a duty to consider whether to
exercise the power und&)‘s section (2) in tespect of the Secretary’s decision.

(6) The power under su@@ction (2) does not authorise the Minister to approve a pharmacist for
the purpose of sggﬁymg pharmaceutical benefits at particular premises at which the
pharmacist is &Qt permitted, under the law of the State or Territory in which the premises are
situated, to gdtry on business.

<
N A dccis@% by the Minister not to exercise the power under subsection (2) in respect of the
Secretary’s decision does not prevent the pharmacist from making an application to the
Adtninistrative Appeals Tribunal under subsection 105AB(7) for review of the Secretary’s

\\ﬁédsion.
(09@ For the purposes of this section (other than subsection (7)):
Q}Q’ (a) a reference to a decision of the Secretary includes a reference to a decision of the

Q‘ Secretary that has been affirmed by a decision of the Administrative Appeals Ttibunal
' or an order of a federal court; and

(b) a reference to a decision of the Administrative Appeals Tribunal includes a reference
to a decision of the Administrative Appeals Tribunal that has been affirmed by an
order of a federal court.
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90B Request to Minister to approve pharmacist

(1) If section 90A applies to a decision of the Secretary under section 90 rejecting an application

by a pharmacist, the pharmacist may, in writing, request the Minister to exercise the Minister’s
power under subsection 90A(2) in respect of the Secretary’s decision.

(2) The Minister may determine the form in which a request under subsection (1) must be made

and, if the Minister does so, such a request must be made in that form.

(3) A request under subsection (1) must be made:

*

®)

(a) within 30 days after the pharmacist is notified of the Secretary’s decision; or
(b) if the pharmacist has applied to the Administrative Appeals Tribunal for review of the

Secretary’s decision—within 30 days after: Q’J\(\g
(i)  the pharmacist is given a copy of the Administrative Appeals Tn'bunal’%?9
decision affirming the Secretary’s decision; or QO

(i)  the application has been discontinued, withdrawn or dismisscd;,%(t\

(c) if the pharmacist has sought an order from a federal court in respect Gf'the Secretary’s
decision or a decision of the Administrative Appeals Tribunal af: the Secretaty’s
decision—within 30 days after: ™

(i)  the court has made an order affirming the Secretz.:g@ ecision or the
Administrative Appeals Tribunal’s decision, as t@case requires; or

A\
@)  the court proceeding has been discontinuedzwithdrawn or dismissed.

The Minister must, within 3 months after receiving a reé}l&st under subsection (1), personally
decide whether to consider the request. If the Minjstér has not made a decision within this
period, the Minister is taken to have decided not f0/consider the request.

If the Minister decides to consider a request.§§er subsection (1), the Minister must, within 3
months after making that decision, pers decide whether to exercise the power under
subsection 90A(2) in respect of the Searptary’s decision. If the Minister has not made a
decision within this period, the Minister is taken to have decided not to exetcise the power
under subsection 90A(2) in resp(c\&‘of the Secretary’s decision.

6) The Secretary must, by noticexr writing, advisc the pharmacist of:
ary y 8. P
(a) the decision mad&fé\r taken to have been made, by the Minister under subsection (4);
and \(‘\\
(b) if applica &the decision made, or taken to have been made, by the Minister under
subsection (5).
<
<
\‘Q\Q)
&
\§\
eb
D
{3
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Australian Government

Department of Health and Aged Care

Ref: DP369
s38
A \(\0)
s47F %,
?9
QG
>
.g\x\\
NS

P

S
Dear Pharmacist Q

NI
Request for Ministerial Approval —s38 \2\@@
X

| refer to a request made on your behalf on 11 January 2023 for a Sﬁtement of Reasons under
subsection 13(1) of the Administrative Decisions (Judicial Review) Act 1977 in relation to a
decision made by the Minister for Health and Aged Care on 28 'December 2022 to approve
the supply of pharmaceutical benefits at $38

Please find the Statement of Reasons attached. T ’\é\Statement of Reasons sets out the
findings on the material questions of fact, referring to the evidence or other material on which
those findings were based, but does not include any information which must not be divulged
under section 135A of the National Healtb\?\c)t 1953.

O
Yours sincerely Q\?\
O
x>
O
S47E(c), S47F &
«O
g\\(\
O
O{{\
A/g Assistant Direqt&

PBS Approved@ﬁipliers Section
Benefits Inteqjty and Digital Health Division
9 February\?f)23
6@
QQ
O
%,

S
Q}‘Zgncl: Statement of Reasons
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From: 90Apharmacy

To: s47F

Subject: Notice of decision - Request for Ministerial discretion - DP358 -§38 [SEC=OFFICIAL]
Date: Tuesday, 27 September 2022 9:17:08 AM

Attachments: i

Good morning Mr S47F .\(\Q

&)
Please find attached correspondence in relation to your client’s request to supply 6?\
Pharmaceutical Benefits Scheme (PBS) medicines at $38 <
including: R
N
¢ Notice of Minister’s decision to approve —$38 . %Q\)O
e PBS Approval to Supply Certificate ()\
¢ National Health (Pharmaceutical Benefits) (Conditions of approval for @roved

pharmacists) Determination 2017 \2\@
$\

Please complete and return the following documents (attached) wa(be PBS Approved Suppliers
Portal. ((\
¢ Notification of bank account details for approved phar \ast form
e Authority to authorise pharmacist(s) to sign claim f@@n on behalf of approved
pharmacist(s) form \_‘Q@

3
If you have questions in relation to the above, péé,ase email S0Apharmacy@health.gov.au

Regards 0
SATE(c), sATF ?\
o)
O
0
Ministerial Discretion Team ﬂ.(,(\

Provider Support and Systems Brs&
Benefits Integrity and Digital Heak ivision | Health Resourcing Group
Australian Government, Depaﬂ@ent of Health and Aged Care

E: 90Apharmacy@health.
PO Box 9848, Canberra 2601, Australia

The Department of @r and Aged Care acknowledges the traditional owners of country throughout Australia, and
their continuing c: tion to land, sea and community. We pay our respects to them and their cultures, and to elders
both past and ent

)

&
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Australian Government
Department of Health and Aged Care

Our ref: DP358/E22-80417

s38
S47F

Dear Applicant

Notice of Approval

I, Harry Rothenfluh, delegate of the Secretary of the Department of Health and Aged Care
for subsection 90B(6) of the National Health Act1953 (Act), am writing to notify you that on
11 September 2022, the Minister for Healtlkand Aged Care, the Hon Mark Butler MP
(Minister), approved:

s38

to supply Pharmaceutical Benefits Scheme (PBS) medicines at:

s38

The approval number that has been allocated to your approval by the delegate of the
Minister under régulation 16 of the National Health (Pharmaceutical Benefits) Regulations
2017 is S38 Please reference this number on all official communications with us and
when submitting PBS claims to Services Australia.

Enclosed is your ‘Certificate of Approval’ in respect of the approved premises.

As we do not have evidence the Victorian Pharmacy Board (VPA) has approved you to
operate a pharmacy business at the address above, your approval number has been
deactivated until 24 October 2022.

Please email evidence the VPA has approved you to operate a pharmacy business at
the approved premises to 90Apharmacy@health.gov.au. Once the delegate is satisfied all
requirements have been met, the approval will be re-activated.
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Conditions of approval

It is important to note this approval is subject to the conditions specified in section 92A
of the Act, including those determined by the Minister under subsection 92A(1)(f) of
the Act (refer to National Health (Pharmaceutical Benefits) (Conditions of approval for
approved pharmacists) Determination 2017 attached).

As your application was originally made under S38 of the National Health
(Australian Community Pharmacy Authority Rules) Determination 2018 (Pharmacy
Location Rules), it is subject to the restrictions applicable to that Item (see Item 313 of
the Pharmacy Location Rules).

As the approved pharmacist, it is your responsibility to:

e understand and comply with any changes to the legislation in the supply-of
Pharmaceutical Benefits

e let us know of any changes that affect the supply of PBS medicinés-at the
pharmacy premises, and

e notify us if changes occur to your pharmacy premises andZor the approved
pharmacist/s.

Bank account for PBS payments and authorising pharmacist(s) to submit claims

You will need to complete the following forms (attached) to enable payment of your
PBS claims and/or to authorise a pharmacist to sigh claim on your behalf:

e Notification of bank account details for approved community pharmacist

o Authority to authorise pharmacist(shto sign claim forms on behalf of approved
pharmacist(s)

These forms must be returned viasthe PBS Approved Suppliers Portal at
www.pbsapprovedsuppliers.h&alth.gov.au

Pharmacy landline

Once the pharmacy is;open and trading, you will need to advise us of the pharmacy’s
landline by emailing’pbsapprovedsuppliers@health.gov.au

Online claiming of PBS

You mustRegister for Online claiming for PBS and enter into a Recipient Created Tax
InvoicefAgreement with Services Australia.

These forms can be accessed at www.servicesaustralia.gov.au/organisations/health-
professionals/enablers/register-online-claiming-pbs /32456

Ordering PBS stationery

To register to order PBS stationery, email The Cameron’s Group at pbs@camerons.net

Once registered, your online account will allow you to order PBS stationery relevant to
your approval.
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Efficient Funding of Chemotherapy (EFC) arrangements

Should you wish to claim eligible EFC items you will need to obtain a Compounder ID
for your pharmacy or the ID of the compounder used to prepare these medicines. More
information on how to obtain a Compounder ID can be found at
www.ccpsagency.com.au/compounderform.pdf

Community Pharmacy Programs

Please advise the Pharmacy Program Administrator, the organisation responsible for &,
administering Community Pharmacy Programs funded under the Seventh Commun&?}

Pharmacy Agreement, of any changes to PBS approval number. C
{\
If you have any queries regarding this letter, please email 90Apha1n1acv@health(fzz>ov.au
\b\
Yours sincerely ~\@(b
SATE(c), sATF Q
\(\\
>
\2@)
S
N
Harry Rothenfluh PhD ¢
Delegate of the Secretary of the Department of Healt%&d Aged Care
26 September 2022 Q
R Z
3
A2
\,\q
)
e
o)
>
N
«O
N
®)
<
Q)Q)
<<&
Qz
Attachmeﬁts
Cer h.g@?te of Approval

onal Health (Pharmaceutical Benefits) (Conditions of approval for approved pharmacists)
Q@etermnmhon 2017

Q‘ Notification of bank account details for approved pharmacist form

Authority to authorise pharmacist(s) to sign claim forms on behalf of approved pharmacist(s) form
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Australian Government

Department of Health and Aged Care

Approval to Supply
Pharmaceutical Benefits

National Health Act 1953

with approval number: S38 QQQ
NG

trading as: (1/‘0*

s38

has approval to supply pharmaceu%qé\benefits at the premises situated at:

s38

effective from the <1<{®‘ day of September in the year 2022
s47F

26 September 2022

Delegate Date

Department of Health and Aged Care
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From: 90Apharmacy
To: s47F
Subject: Request for Ministerial Discretion - DP356 - S38 [SEC=O0FFICIAL]
Date: Tuesday, 30 August 2022 10:25:45 AM
Attachments: image001.png
Notice of Minister s decision to approve - S38 -pdf

Authority to permit person(s) to enquire and-or sign claim forms on behalf of pharmacist(s).PDF

Notification of bank account details for an approved pharmacy form.PDF
Conditions of approval.PDF

DearS47F

\(@
Please find attached correspondence relating to your client’s request to supply Pharmaceutical ?9
Benefits Scheme (PBS) medicines S38 As outlined in th@

attached Notice of Approval, please note this approval is conditional on the relocation of
existing approved premises and cancellation of the associated approval at the exwtmw%mlses

Please complete and return the following forms (attached) via the PBS Approvgqg%ppllers
Portal: ’b

¢ Notification of bank account details for approved pharmacist for

e Authority to authorise pharmacist(s) to sign claim forms on beQQ‘ of approved

pharmacist(s) form <
&
N
o . .
If you have questions in relation to the above, please em%@épharmacy@health.gov.au.
<
Regards A\
SATE(c), SATF \Qﬁ
2
N
o
v

Ministerial Discretion Team . OQ

Provider Support and Systems Branch (b’g

Benefits Integrity and Digital Health Dé-q | Health Resourcing Group
Australian Government, Departme {‘\& ealth and Aged Care

E: 90Apharmacy@health.gov. aQs
PO Box 9848, Canberra ACT 2601, Australia
The Department of Health Aged Care acknowledges the traditional owners of country throughout Australia, and

their continuing conne &@ o land, sea and community. We pay our respects to them and their cultures, and to elders
both past and preseig
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Our ref: DP356/E22-68681

4
o¥
>

Dear Applicant Q
Notice of Approval X

I, Harry Rothenfluh, delegate of the Secretary of the Departrhent of Health and

Aged Care, for subsection 90B(6) of the National Health 953 (Act), am writing to

notify you that on 22 August 2022, the Minister for H and Aged Care, the
Hon Mark Butler MP (Minister), approved QQQ

to supply pharmaceutical benefits at Q)q)‘l:o

You are also required té&)rovide evidence of your approval from the Victorian
Pharmacy Authori@ 0 operate a pharmacy business at the approved premises.
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s38

Approval at the approved premises

A delegate of the Minister for regulation 16 of the National Health (Pharmaceutical
Benefits) Regulations 2017 has issued administration number 38 , which will
become the approval number in respect of the approved premises $38

Prior to 4:00 pm (Canberra time) on the day of opening, you must email
90Apharmacy@health.gov.au to confirm the pharmacy is open and trading at the
new premises. Internal and external photographs of the premises, including the
dispensary area and pharmacy trading name signage, must be provided as evidence.

Once the delegate is satisfied all requirements have been met, the approvalwill be
activated and the approved pharmacist(s) can submit claims for PBS medicines
supplied that day using the new approval number. Please note, an approval to
supply PBS medicines is not proprietary in nature and should not be‘used as security
against a loan.

Please do not make a request for your PBS Certificate as thisiwill be emailed to you
for your records once the approval has been activated.

Conditions of approval

It is important to note this approval will be subje¢t to the conditions specified in
section 92A of the Act, including those determined by the Minister under subsection
92A(1)(f) of the Act (refer to National Health)(Pharmaceutical Benefits) (Conditions of
approval for approved pharmacists) Determination 2017 attached).

As your application was made undér-S38 of the National Health (Australian
Community Pharmacy Authority Rules) Determination 2018 (Pharmacy Location Rules),
it is subject to the restrictions applicable to that Item (see Item 313 of the Pharmacy
Location Rules). Any subsequent application to relocate the pharmacy must be made
in accordance with the Pharmacy Location Rules in force at the time the application
is made.

As the approved pharmacist, it is your responsibility to:

e understand and comply with any changes to the legislation in the supply of
phafimaceutical benefits

e et us know of any changes that affect the supply of pharmaceutical benefits
at the pharmacy premises

e notify us if changes occur to your pharmacy premises and/or the approved
pharmacist/s.
Bank account for PBS payments and authorising pharmacist(s) to submit claims

You will need to complete the following forms (attached) in respect of the approved
premises, to enable payment of your claims for supplies of pharmaceutical benefits
and/or to authorise a pharmacist to sign claim on your behalf:
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e Notification of bank account details for approved community pharmacist

o Authority to authorise pharmacist(s) to sign claim forms on behalf of approved
pharmacist(s)

These forms must be submitted via the PBS Approved Suppliers Portal at
www.pbsapprovedsuppliers.health.cov.au

Pharmacy landline
When the pharmacy is open and trading, please email the pharmacy’s landline to
. ) . {\O)
pbsapprovedsuppliers@health.gov.au N
&)

Online claiming of PBS (\6?\

2.
You must Register for Online claiming for PBS and enter into a Recipient Cleqk3 ed
Tax Invoice Agreement with Services Australia. (5Q
These forms can be accessed at www.servicesaustralia.gov.au/ organisé‘fions /health-
professionals /enablers / register-online-claiming-pbs /32456 Q\(\ ’

\e\Q)

Ordering PBS stationery &

To register to order PBS stationery, email The Cameron’s G@Qﬁp at pbs@camerons.net
Once registered, your online account will allow you to g\ﬁ‘ael PBS stationery relevant
to your approval. o

PF R

Efficient Funding of Chemotherapy (EFC) arra{%ements

Should you wish to claim eligible EFC 1tem.9c§0u will need to obtain a Compounder
ID for your pharmacy or the ID of the ¢ ounder used to prepare these medicines.
More information on how to obtain a gbmpoundm ID can be found at

WWwWw.ccpsagency.com.au/ compoulvf‘é form.pdf
_ <\

Community Pharmacy Progr ‘%

Please advise the PharmacyProgram Administrator, the organisation responsible for

administering Community Pharmacy Programs funded under the Seventh

Community Pharmagy Agreement, of any changes to your PBS approval number.
60

Please email tﬁé ant1c1pated opening date of the pharmacy at the approved

premises to d0Apharmacy@health.gov.au. Any questions regarding this letter may also
be enm&@ to this address.

Yours'$incer rely
SATE(c), s4TF

Q

Harry Rothenfluh
Delegate of the Secretary of the Department of Health and Aged Care
29 August 2022
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Attachments

National Health (Pharmaceutical Benefits) (Conditions of approval for approved pharmacists)
Determination 2017

Notification of bank account details for approved pharmacist form

Authority to authorise pharmacist(s) to sign claim forms on behalf of approved pharmacist(s)
form

S
8
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From: 90Apharmacy

To: s47F

Subject: Request for ministerial discretion - S38 [SEC=O0FFICIAL]
Date: Friday, 20 May 2022 9:23:49 AM

Attachments: image001.png

Conditions of approval.pdf

Notification of bank account details for an approved pharmacy form.pdf

Authority to permit person(s) to enquire and-or sign claim forms on behalf of pharmacist(s).pdf
Notice of Minister s decision to approve - S38 .pdf

s38 - Approval to Supply certificate.pdt

Good morning Mr S47F \(\0)

Please find attached correspondence in relation to your client’s request to supply
Pharmaceutical Benefits Scheme (PBS) medicines at $38

including: \Qg\\,
&0

e Notice of Minister’s decision to approve —S38 '0)

e PBS Approval to Supply Certificate %'(\“

¢ National Health (Pharmaceutical Benefits) (Conditions of approval fi (Qpproved

pharmacists) Determination 2017 O‘\
Q&
The following documents are also attached for your completion\ return via the PBS Approved
Suppliers Portal. f&
R

¢ Notification of bank account details for appra&@d pharmacist form
e Authority to authorise pharmacist(s) to si scﬁ'aim forms on behalf of approved

pharmacist(s) form Cb(],
N
If you have questions in relation to the aeg}e, please email 90Apharmacy@health.gov.au.
o)
Regards (5\\
o&\

SATE(c), SATF \{\\

: : N
Assistant Director O

N
O
Benefits Integrit\(@fngigital Health Division | Health Financing Group
Provider Sup@ t and Systems Branch
Australianxés}vernment Department of Health
E: 90A;&rmacy@health.gov.au
GP x 9848, Canberra ACT 2601, Australia
Q,Q’
\Q,(the Department of Health acknowledges the Traditional Custodians of Australia and their
Q~® continued connection to land, sea and community. We pay our respects to all Elders past and
present
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Our ref: DP353/E21-626639
Your ref: ATC:HM:147397-14

s38

S47F

Dear Director/s

Notice of Approval

I, Kim DeLacy, delegate of the Secretary of the Department of Health for

subsection 90B(6) of the National Health Act 3953 (Act), am writing to notify you that
on 17 May 2022, the Minister for Health @hd Aged Care, the Hon Greg Hunt MP
(Minister), approved:

s38

to supply pharmaceutical berefits at:

s38

The approval number that has been allocated to your approval by the delegate of the
Minister under #égulation 16 of the National Health (Pharmaceutical Benefits)
Regulations 2017 isS38  Please ensure that you reference this number on all
official communications with us and when submitting claims for supplies of
pharmaoceutical benefits (medicines subsidised under the Pharmaceutical Benefits
Scherre (PBS)) to Services Australia.

Enclosed is your ‘Certificate of Approval’ in respect of the above premises.

As we have not been provided with evidence of your approval from the Victorian
Pharmacy Authority to operate a pharmacy business at the premises in respect of
which approval has been granted, your approval has been deactivated until Monday
27 June 2022.
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Once we receive evidence that the Board has granted you approval to operate a
pharmacy business at the approved premises, and you have confirmed that the
pharmacy is open and trading, your approval will be re-activated. Please email this
evidence to 90Apharmacy@health.gov.au

Conditions of approval

It is important to note that this approval is subject to the conditions specified in
section 92A of the Act, including those determined by the Minister under subsection
92A(1)(f) of the Act (refer to National Health (Pharmaceutical Benefits) (Conditions
of approval for approved pharmacists) Determination 2017 attached).

As your application was made under $38 of the National Health (Australian:
Community Pharmacy Authority Rules) Determination 2018 (Pharmacy Location
Rules), it is subject to the restrictions applicable to that Item (see Item 316 ofjthe
Pharmacy Location Rules).

As the approved pharmacist, it is your responsibility to:

e understand and comply with any changes to the legislatiofi in the supply of
pharmaceutical benefits

¢ let us know of any changes that affect the supply efpharmaceutical benefits
at the pharmacy premises

e notify us if changes occur to your pharmacy)premises and/or the approved
pharmacist/s.

Provision of bank account for PBS payments and authorising pharmacist(s) to
submit claims

You will need to complete the follewing forms (attached) to enable payment of your
claims for supplies of pharmacgutical benefits and/or to authorise a pharmacist to
sign claim on your behalf:

e Notification of barik-account details for approved community pharmacist

o Authority to atithorise pharmacist(s) to sign claim forms on behalf of approved
pharmacist(s)

These forms must be returned via the PBS Approved Suppliers Portal accessible at
www.pbsapprovedsuppliers.health.gov.au

Pharmacy landline

Once the pharmacy is open and trading, you will need to advise us of the pharmacy’s
landline by emailing: pbsapprovedsuppliers@health.gov.au

Online claiming of PBS

You must Register for Online claiming for PBS and enter into a Recipient Created
Tax Invoice Agreement with Services Australia.

These forms can be accessed at: www.servicesaustralia.gov.au/organisations/health-
professionals/enablers/register-online-claiming-pbs /32456
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Ordering PBS stationery
To register to order PBS stationery, email The Cameron’s Group at:
pbs@camerons.net

Once registered, your online account will allow you to order PBS stationery relevant
to your approval.

Efficient Funding of Chemotherapy (EFC) arrangements

Should you wish to claim eligible EFC items you will need to obtain a Compounder . {\@
ID for your pharmacy or the ID of the compounder used to prepare these medicines.g‘@\

More information on how to obtain a Compounder ID can be found at S
www.ccpsagency.com.au/compounderform.pdf Q}Q
.\~\\x\\
Community Pharmacy Programs . %(50
N

Please ensure that you advise the Pharmacy Program Administrator,.the
organisation responsible for administering Community Pharma rgiogmjns tunded
under the Seventh Community Pharmacy Agreement, of any q\hé’:nges to your PBS
approval number.

Q)Q
If you have any enquiries regarding this letter, please egf&l

90Apharmacy@health.gov.au Q
O®

Yours sincerely ,@Q’
S4TE(c), s4TF \\

A2
N

Kim DeLacy ?\C\'
Delegate of the Secretary of the [@artment of Health

19 May 2022 ‘2>
Yy &6\
(s\\O
;\\

(Q\
Attachments CO

Certificate of @pI oval

National I{fé}]th (Pharmaceutical Benefits) (Conditions of approval for approved
pharmaﬁéts) Determination 2017

Noti‘ﬁ\gnhon of bank account details for approved pharmacist form

Q@uthom‘ y to authorise pharmacist(s) to sign claim forms on behalf of approved pharmacist(s)
ng form
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ff5 9  Australian Government
2 | ENZ e

g Department of Health

Approval to Supply

Pharmaceutical Benefits

National Health Act 1953

s38
X
Q@\
%
Q
with approval number: $38 N
. S
trading as: (bq,
s38

has approval to supply pharmaceutﬁgl benefits at the premises situated at:

©
s38
@
effective from t\h{@%?th day of May in the year 2022
Q
Q)&
SATF
19 May 2022

Signature Date

Delegate, Department of Health
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From: 90Apharmacy
To: S4T7F
Cc: 90Apharmacy
Subject: Statement of Reasons -S38 [SEC=OFFICIAL]
Date: Monday, 20 June 2022 8:28:48 AM
Attachments: image001.png

SoR Cover letter to third party - S38 .pdf

Signed SoR and Att A.PDF
Dear S47F

| . - | ©
Please find attached the covering letter and Statement of Reasons in relation to your client’s QQ
request for approval at premises in $38 . S
O
>
Kind regards @
S47E(C), \Q\
S4TF @
@

Ministerial Discretion Team O

PBS Approved Suppliers Section

Benefits Integrity and Digital Health Division | Health Resourcing GroupQ’\\.O
Provider Support and Systems Branch <

Australian Government Department of Health {\,6\
E: 90Apharmacy@health.gov.au be
GPO Box 9848, Canberra ACT 2601, Australia QQ’

<
The Department of Health acknowledges the Tradition%@ustodians of Australia and their continued
connection to land, sea and community. We pay our¥espects to all Elders past and present.
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Our ref: DP353/ E22-140101

s38

S4TF

Dear Pharmacy Owner
Request for Ministerial Approval _s38

I refer to a request made on your behalf on 24 May 2022, for a<Statement of Reasons under
subsection 13(1) of the Administrative Decisions (Judicial Réview) Act 1977, in relation to a
decision made by the Minister for Health and Aged Care on 17 May 2022, to exercise
discretion to approve the supply pharmaceutical benefits’at S38

Please find the Statement of Reasons attached:;The Statement of Reasons sets out the findings
on the material questions of fact, referring to the evidence or other material on which those
findings were based, but does not include-any information which must not be divulged under
section 135A of the National HealthAct 1953.

Yours sincerely
S47E(c), s47F

Assistant Director

PBS Apprdoved Suppliers Section

Benefits Integrity and Digital Health Division
17dune 2022

Encl:
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The Hon Mark Butler MP
Minister for Health and Aged Care

Statement of Reasons

‘This statement is provided in tesponse to a request received on 24 May 2022 from
s38

O
s38 : _, for a Statement of Reasons under section 13 of the (‘&\\“

Administrative Decisions (Judicial Review) Act 1977. This statement is made in relation to a ?\ 2

decision made by the former Minister for Health and Aged Care, under subsection 90A?2) of

the National Health Act 1953, to substitute (for the Secretary’s decision) a decision app°rov1ng

the Applicant for the purpose of supplying pharmaceutical benefits at s38
s38 (proposed premises).

&P

Definitions \QQ\
In this statement: \2@
‘Act’ means the National Health Act 1953, CS‘\

\

‘Applicant’ means the pharmacist who applied for approval\mQ{der section 90 of the Act; and
subsequently under subsection 90B(1) for the exercise of tﬁe Minister for Health and Aged
Care’s discretion under subsection 90A(2) of the Act; QQ\

‘Authority’ means the Australian Community Phamr@acy Authority established under section
99] of the Act; \Q\

‘Department’ means the Australian Govenrﬁhent Department of Health;

‘Location Rules’means the National l\i)?_g‘}lt/) (Australian Community Pharmacy Authority Rules)
Determination 2018 (PB 46 of 2018) m@de under section 99L of the Act;

‘Minister’ means the Minister fgﬁ‘health and Aged Care;

‘Ministerial Submission’ mté?ms Ministerial Submission MS22-000418, provided by the
Department on 16 May 2@ in relation to the request for approval by the Applicant made
under subsection 90B&1\)\ of the Act;

‘proposed premjsei'\’ means premises located at
s38 <<\

~2
‘Sectetaqr’ means the Secretary of the Department;

s38

sectzoq\(\90 Application’ means the application made by the Applicant on 9 September 2021
und%?ec'uon 90 of the Act for approval to supply pharmaccut_u:al benefits at the proposed
p,toé%uses.

¥

Parliament House Canberra ACT 2600 Telephone: (02) 6277 7220 Facsimile: (02) 6273 4146 Page 1 of 11
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Background
1. On9 September 2021, the Applicant made the section 90 Application to the Secretary.

2. Consistent with subsection 90(3A) of the Act, the section 90 Application was referred to
the Authority for considetation in accotdance with the Location Rules.

3. On 8 October 2021, the Authority recommended to a delegate of the Sectetary that the
Applicant’s section 90 Application not be approved because it was not satisfied it met S
<

O

4. Under section 11 of the Location Rules, the Authority must recommend that a
application not be approved under section 90 of the Act if a requirement un
Location Rule that applies to the application is not met. O

5. On 23 November 2022, the Secretary’s delegate rejected the application:"This was in
accordance with subsection 90(3B) of the Act, as the Authority ha%ocommmded the
applicati t be approved. >

pplication no ppro &
X

Request for exercise of Discretionary Power -~

6. Under subsection 90B(1) of the Act, if section 90A appli (\to a rejection under
section 90, a pharmacist can lodge a request with the,Pepartment that the Minister
exercise their discretionary power under subsectBﬁ%OA(Z) of the Act. Subsection
90A(2) of the Act provides that the Minister may, in certain circumstances, substitute a
rejection by the Secretary ot delegate under s@ﬁon 90 with an approval decision.
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O

Evidence taken into account

X
o
20. In considering the exerci Qf the Ministet’s discretion and making the decision, the
former Minister took ifito account the contents of the Ministetial Submission and the
contents of the documents attached to the Ministetial Submission as outlined at

paragraph 14. O
<
Submissions bg‘fﬁe Applicant
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Correspondences provided by the Applicant relating to _the request for approval

22. Cottespondence in support of approval of the p were included with the request
for approval and/or sent directly to the Minister’% ce.

23. The Court has previously found that it is releeé%? to consider any community support,

such as a petition, for the granting of app but that such community support is not
sufficient to meet the test of whether tho@anting of approval is in the public interest.
Rathert, it is necessaty to consider whet&cr granting approval would be in the public
interest more generally. ks
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Findings on material questions of fact
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The decision 00
26. The former Minister decided to approve the Applicant’s request to supply pharmaceutical
benefits at

Reasons for decision o_)‘b

N
27. The former Minister decided to apptove the Applicant’s request because they were
satisfied that the critetia for the exetcise of their discretion were met.

O
28. Specifically, the former Mini Fwas satisfied that:

- the Secretary’s deci Kto not apptrove the Applicant would result in 2 community
being left witho reasonable access to pharmaceutical benefits supplied by an
approved phaot@mcist; and

- itwasin t@ ublic interest to approve the Applicant.

Relevant co‘gﬁnunity

29. Pwh 90A(3)(a) of the Act provides that for the purposes of subsection (2),
unity means a group of people that, in the Minister’s opinion, constitute a
_céommunity.
\98 Having regard to the information and submissions provided by the Applicant, the
Q~0 Department and third parties, the former Minister formed the view that there is a relevant
community that would be affected by the proposed pharmacy not being approved. The
former Ministet considered the relevant community to be the patients attending
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Reasonable access

31. The former Minister consideted whether a decision to not approve the proposed
pharmacy would result in the community being left without reasonable access to
harmaceutical benefits, and had regatd to the followi

Public interest &0
33. The fo Minister considered that, having regard to the information and submissions

provided by the Applicant, the Department and third patties, the public interest favoured
the©@ommunity having convenient access to pharmaceutical benefits at the proposed

t1
6&& on.

15 June 2022

Signed pursuant 1o section 17 of the Administrative Decisions (Judicial Review) Act 1977 by

Mark Butler

Encl: Attachment A: Extract of the relevant legislation
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ATTACHMENT A

National Health Act 1953

Sections 90A and 90B of the Act provide as follows:

90A Minister may substitute decision approving pharmacist

(1) This section applies in relation to a decision of the Secretary under section 90 rejecting an
application by a pharmacist for approval to supply pharmaceutical benefits at particular
premises, if:

(a) the application was made on or after 1 July 2006; and

(b) the decision was made on the basis that the application did not comply with the
requirements of the relevant rules determined by the Minister under section 99L..

(2) The Minister may substitute for the Secretary’s decision a decision approving the:pharmacist
for the purpose of supplying pharmaceutical benefits at the particular premise3Qf the Minister
is satisfied that:

(a) the Secretary’s decision will result in a community being left withouit reasonable
access to pharmaceutical benefits supplied by an approved phatinacist; and

(b) itisin the public interest to approve the pharmacist.

(3) For the purposes of subsection (2):
community means a group of people that, in the opinion ofie Minister, constitutes a
community.
reasonable access, in relation to pharmaceutical bengfits supplied by an approved
pharmacist, means access that, in the opinion of the ®Minister, is reasonable.

(4) The power under subsection (2) may only be exeteised:

(a) on request by the pharmacist made undet section 90B; and

(b) by the Minister personally.

(5) Subject to subsection 90B(5), the Ministép does not have a duty to consider whether to
exercise the power under subsection,(2) in respect of the Secretary’s decision.

(6) The power under subsection (2) dges not authorise the Minister to approve a pharmacist for
the purpose of supplying pharmaceutical benefits at particular premises at which the
pharmacist is not permitted, mhder the law of the State or Territory in which the premises are
situated, to carry on busingss.

(7) A decision by the Minister not to exercise the power under subsection (2) in respect of the
Secretary’s decisiondoes not prevent the pharmacist from making an application to the
Administrative Appeals Tribunal under subsection 105AB(7) for review of the Secretary’s
decision.

(8) For the pugfoses of this section (other than subsection (7)):

(a) @ teference to a decision of the Secretary includes a reference to a decision of the
Secretary that has been affirmed by a decision of the Administrative Appeals Tribunal
or an order of a federal court; and

(b) a reference to a decision of the Administrative Appeals Tribunal includes a reference
to a decision of the Administrative Appeals Tribunal that has been affirmed by an
order of a federal court.

90B Request to Minister to approve pharmacist
(1) If section 90A applies to a decision of the Secretary under section 90 rejecting an application
by a pharmacist, the pharmacist may, in writing, request the Minister to exercise the Minister’s
power under subsection 90A(2) in respect of the Secretary’s decision.
(2) The Minister may determine the form in which a request under subsection (1) must be made
and, if the Minister does so, such a request must be made in that form.
(3) A request under subsection (1) must be made:
(a) within 30 days after the pharmacist is notified of the Secretary’s decision; or
(b) if the pharmacist has applied to the Administrative Appeals Tribunal for review of the
Secretary’s decision—within 30 days after:
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(i)  the pharmacist is given a copy of the Administrative Appeals Tribunal’s
decision affirming the Secretary’s decision; or
(i)  the application has been discontinued, withdrawn or dismissed; or
(c) if the pharmacist has sought an order from a federal court in respect of the Secretary’s
decision or a decision of the Administrative Appeals Tribunal affirming the Secretary’s
decision—within 30 days after:
(i)  the court has made an order affirming the Secretary’s decision or the
Administrative Appeals Tribunal’s decision, as the case requires; or
(it) the court proceeding has been discontinued, withdrawn or dismissed.

(4) The Minister must, within 3 months after receiving a request under subsection (1), personally O,
decide whether to consider the request. If the Minister has not made a decision within this ¢
period, the Minister is taken to have decided not to consider the request. Ve

(5) 1If the Minister decides to consider a request under subsection (1), the Minister must, swithin 3
months after making that decision, personally decide whether to exercise the pow{‘% nder
subsection 90A(2) in respect of the Secretary’s decision. If the Minister has nog'fnade a
decision within this period, the Minister is taken to have decided not to exerg_.f@e the power
under subsection 90A(2) in respect of the Secretary’s decision. Q\

(6) The Secretary must, by notice in writing, advise the pharmacist of: @“

(a) the decision made, or taken to have been made, by the Mi 35@ under subsection (4);
and

(b) if applicable, the decision made, or taken to have beeli\méde, by the Minister under
subsection (5). Q

®®
D
S
\;\Q
?\O
S
>
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From: 90Apharmacy

To: s47F

Subject: Request for ministerial discretion - S38 [SEC=O0FFICIAL]
Date: Friday, 17 September 2021 11:41:20 AM

Attachments: image001.png

Conditions of approval.pdf

Notification of bank account details for an approved pharmacy form.pdf

Authority to permit person(s) to enquire and-or sign claim forms on behalf of pharmacist(s).pdf
Notice of Minister s decision to approve -S38 .pdf

s38 - Approval to Supply certificate.pdf

Good morning S47F \(\Q)
&
Please find attached correspondence in relation to your client’s request to supply Cv
Pharmaceutical Benefits Scheme (PBS) medicines at $38
including: ~<§\\
&0
e Notice of Minister’s decision to approve —S38 '0)

e PBS Approval to Supply Certificate %'(\“
e National Health (Pharmaceutical Benefits) (Conditions of approval [g\e@ppraved

pharmacists) Determination 2017 O‘\
Q&
The following documents are also attached for your completion\ return via the PBS Approved
Suppliers Portal. f&
R

¢ Notification of bank account details for appra&@d pharmacist form
e Authority to authorise pharmacist(s) to si sa'aim forms on behalf of approved

pharmacist(s) form qu,
N
If you have questions in relation to the aeg}e, please email 90Apharmacy@health.gov.au.
o)
Regards (5\\
o‘é\

SATE(c), SATF \{\\

: : N
Assistant Director O

6°®

Benefits Integrit\(@ffd Digital Health Division | Health Financing Group
Provider Sup@ t and Systems Branch
Australianxés}vernment Department of Health
E: 90A;&rmacy@health.gov.au
GP x 9848, Canberra ACT 2601, Australia
@Q
\@(ofhe Department of Health acknowledges the Traditional Custodians of Australia and their

Q~® continued connection to land, sea and community. We pay our respects to all Elders past and
present
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YEARS OF MEALTH
Tear-gean

Page 2 of 2



FOI 26-3166 - Document 58

Our ref: DP330/E21-27213

S4TF

Dear Applicant

Notice of Approval

I, Harry Rothenfluh, delegate of the Secretary of-the Department of Health under
subsection 90B(6) of the National Health Act 1953 (Act), am writing to notify you that
on 13 September 2021, the Minister for Health and Aged Care, the Hon Greg Hunt
MP (Minister), approved:

s38

to supply Pharmaceutical Bexefits Scheme (PBS) medicines at:

s38

The approval number that has been allocated to your approval by the delegate of the
Minister under regulation 16 of the National Health (Pharmaceutical Benefits)
Regulations 2017 is S38 . Please ensure that you reference this number on all
official communications with us and when submitting PBS claims to Services
Australig-

Englosed is your ‘Certificate of Approval’ in respect of the above premises.

We have not been provided with evidence of your Victorian Pharmacy Board (VPA)
approval to operate a pharmacy business at the address in respect of which approval
has been granted.

Your approval number has therefore been deactivated until 25 October 2021.

Once we receive evidence that the VPA has granted you approval to operate a
pharmacy business at the approved premises, your approval will be re-activated.
Please email this evidence to 90Apharmacy@health.gov.au
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Conditions of approval

It is important to note that this approval is subject to the conditions specified in
section 92A of the Act, including those determined by the Minister under subsection
92A(1)(f) of the Act (refer to National Health (Pharmaceutical Benefits) (Conditions of
approval for approved pharmacists) Determination 2017 attached).

As your application was made under S38 of the National Health (Australian
Community Pharmacy Authority Rules) Determination 2018 (Pharmacy Location Rules),
it is subject to the restrictions applicable to that Item (see Item 313 of the Pharmacy
Location Rules).

As the approved pharmacist, it is your responsibility to:

e understand and comply with any changes to the legislation in the supplyof
PBS medicines;

e let us know of any changes that affect the supply of PBS medicingsat the
pharmacy premises; and

e notify us if changes occur to your pharmacy premises andZ6r the approved
pharmacist/s.

Provision of bank account for PBS payments and authdrising pharmacist(s) to
submit claims

You will need to complete the following forms (aftached) to enable payment of your
PBS claims and/or to authorise a pharmacist to-sign claim on your behalf:

e Notification of bank account details fd.approved community pharmacist

e Authority to authorise pharmacist(s) to sign claim forms on behalf of approved
pharmacist(s)

These forms must be returned-¢ia the PBS Approved Suppliers Portal accessible at
www.pbsapprovedsuppliers:health.gov.au

Pharmacy landline

Once the pharmacysis open and trading, you will need to advise us of the pharmacy’s
landline by emailing: pbsapprovedsuppliers@health.gov.au

Online claiming of PBS

You muist Register for Online claiming for PBS and enter into a Recipient Created
TaxaInvoice Agreement with Services Australia.

These forms can be accessed at: www.servicesaustralia.gov.au/organisations/health-
professionals/enablers/ register-online-claiming-pbs /32456

Ordering PBS stationery

To register to order PBS stationery, email The Cameron’s Group at:
pbs@camerons.net

Once registered, your online account will allow you to order PBS stationery relevant
to your approval.
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Efficient Funding of Chemotherapy (EFC) arrangements

Should you wish to claim eligible EFC items you will need to obtain a Compounder
ID for your pharmacy or the ID of the compounder used to prepare these medicines.
More information on how to obtain a Compounder ID can be found at
www.ccpsagency.com.au/compounderform.pdt

Community Pharmacy Programs

Please ensure that you advise the Pharmacy Program Administrator, the

organisation responsible for administering Community Pharmacy Programs tunded ‘\Q\Q
under the Seventh Community Pharmacy Agreement, of any changes to your PBS ?9
approval number. {\C

If you have any enquiries regarding this letter, please email: Q\@
90Apharmacy@health.gov.au S

Yours sincerely Q\Q’
S4TE(c), s4TF 6\

Harry Rothentluh PhD %)
Delegate of the Secretary of the Department “Health
17 September 2021 Q.
q‘b
N
)
e
’QO

Attachments >
Certificate of Approval (‘\\O&

N\
National Health (Pharnu@uticnl Benefits) (Conditions of approval for approved pharmacists)
Determination 201 7606\

Notification of b(@f’nccomzt details for approved pharmacist form
Authority t%m%zoﬁse pharmacist(s) to sign claim forms on behalf of approved pharmacist(s)
X : IO

form GQ)\
Qﬁ\
®©
9
®®
>
Q\
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V. Australian Government

Sree Department of Health

Approval to Supply

Pharmaceutical Benefits

National Health Act 1953

%

s38 6\
X
Q}(\
&
with Approval Number: 38 R
@Q
trading as: Q
g S K\

s38

has approval to supply pharmace{t}@él benefits at the premises situated at:

s38 ((\(Z}
QO
<
effective from&)%e 13th day of September in the year 2021
&
N
O
)
SATF
17 September 2021
Signature Date

Delegate, Department of Health
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From: 90Apharmacy

To: S47F

Subject: Request for a Statement of Reasons - S38
Date: Wednesday, 13 October 2021 9:42:46 AM
Attachments: image001.png

SoR Cover letter to third party.pdf
Signed SoR and Attachment A.pdf

Dear MrS47F

Please find attached the Statement of Reasons and covering letter in relation to premises in G\QQ
s38 ?9
o

Kind regards
S47E(c), @

S4TF

Ministerial Discretion Team 0
PBS Approved Suppliers Section

Benefits Integrity and Digital Health Division | Health Resourcing Group OK
Provider Support and Systems Branch Q’\\
Australian Government Department of Health ((\Q

E: 90Apharmacy@health.gov.au
GPO Box 9848, Canberra ACT 2601, Australia Q)Q(b

The Department of Health acknowledges the Traditionag\@stodians of Australia and their continued
connection to land, sea and community. We pay our reg cts to all Elders past and present.
L8 ____ & ] \Q

Page 1 of 1



FOI 26-3166 - Document 61

Australian Government

Department of Health
Our ref: DP330/E21-517306
o>
S47F W
s38 O
o
S47F \~\<\\\
A\S)
.o
¥
Dear Pharmacy Owner (gxo ‘
<

Request for Ministerial Discretion —s38 5\\2\

\‘O

I refer to a request made on your behalf on 20 September 202 f\?él\ a Statement of Reasons
under subsection 13(1) of the Administrative Decisions (Judgs\ial Review) Act 1977, in relation
to a decision made by the Minister for Health and Aged Gare, the Hon Greg Hunt MP, on
13 September 2021, to exercise discretionary power to g?)prove the supply of pharmaceutical
benefits at S38
Q

Please find the Statement of Reasons attachek%ofhe Statement of Reasons sets out the findings
on the material questions of fact, referring\fb e evidence or other material on which those
findings were based, but does not includé-any information which must not be divulged under
section 135A of the National Healthé\ct 1953.

O

{4
Yours sincerely 6(\
S47E(c), s4TF
Assistant Director

Q‘

%
>

PBS Apg&‘\ved Suppliers Section

Benefits Integrity and Digital Health Division
13 ©ctober 2021

,O"O

Encl:
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The Hon Greg Hunt MP
Minister for Health and Aged Care

Statement of Reasons
'ggﬁs statement is provided in response to a request received on 20 September 2021 from
S for a
Statement of Reasons under section 13 of the Administrative Decisions (Judicial Review) Act 1977.
‘This statement is made in relation to a decision made by me, as Minister for Health and Aged
Cate, under subsection 90A(2) of the National Flealth Act 1953, to substitute (for the
Secretary’s decision) a decision approving the Applicant for the purpose of supplying
pharmaceutical benefits at S8 (proposed
premises).
Definitions

In this statement:
‘Act’ means the National Health Act 1953,

‘Applicant’ means the pharmacist who applied for approval under section 90 of the Act; and
under subsection 90B(1) for me to exercise my discretion under subsection 90A(2) of the Act;

‘Authority’ means the Australian Community PharmacyzAuthority established under section
99] of the Act;

‘Location Rules’ means the National Health (Australian Community Pharmacy Authority Rules)
Determination 2018 (PB 46 of 2018) made underisection 99L of the Act;

‘Ministerial Submission’ means Ministetial Submission MS21-000819, provided by my

Department on 20 August 2021, in relation to the request for approval by the Applicant made
under subsection 90B(1) of the Act;

. ) s
‘proposed premises’ means preémises located at
s38

38

‘Secretary’ means the Secretary of the Department of Health;

‘section 90 Application’ means the application made by the Applicant on 17 December 2020
under section 90 of the Act for approval to supply pharmaceutical benefits at the proposed
premises.

s38

Parliament Housc Canberra ACT 2600 Telephone: (02) 6277 7220 Facsimile: (02) 6273 4146 Page 1 of 11
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Under section 11 of the Location Rules, the Authority must recommend that an
application not be approved under section 90 of the Act if a requitement under the
Location Rule that applies to the application is not met. As the Authority found that a
requirement of ﬂof the Location Rules was not met, the Authority

recommended to a delegate of the Secretary that the Applicant’s section 90 Appﬁcaﬁo%\(\g
not be approved. O

On 25 February 2021, the Secretaty’s delegate rejected the section 90 Applicatio&\éﬂﬁs

was in accordance with subsection 90(3B) of the Act, as the Authority had ..
R N
recommended the application not be approved. O

Request for exercise of Discretionary Power o

7.

Under subsection 90B(1) of the Act, if section 90A applies to a Qjé\cu'on under

section 90, a pharmacist can lodge a request with my Department for me to exercise my
discretionary power under subsection 90A(2) of the Act. S{@?ecﬁon 90A(2) of the Act
provides that I may, in certain circumstances, substitut jection by the Secretary of
delegate under section 90 with an approval decision.
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Exercise of discretionary power

14.  On 13 September 2021, I decided, in accordance with subsection 90A(2) of the Act, to
exercise my discretion to approve the Applicant’s request to supply pharmaceutical
benefits at the proposed premises.

18. An extract of the relevant legislation is at Attachment A. @\
>

Evidence taken into account ,\‘2‘0

19. In considering the exercise of my discretion and making ﬂ&gecision, I took into
account the contents of the Ministerial Submission an contents of the documents
attached to the Ministerial Submission as outlined atqﬁiagraph 13.

<

Submissions by the Applicant ‘(\00

20. 'The Applicant made submissions in the 1 est for approval made under
subsection 90B(1) of the Acton 1 Aprilbqo 1. Those submissions included the following

o

claims: N
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Cotrespondences ptovided by the Applicant relating to the request for approval

I noted that the Coutt has previously found that it is relevant to considet the existence of any

co uﬁty support, such as a petition, for the granting of approval, but that the presence of

co ity suppott is not sufficient to meet the test of whether the granting of apptoval is in

the public interest. Rathet, it is necessary to consider whether granting approval would be in
Q.%e public interest more generally.
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< Findings on material questions of fact

22. Based on the material before me, I made the following findings of material facts.
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Q~®
My Decision
23. i i ceutical benefits at

Reasons for decision

24. I decided to approve the Applicant’s request because I was satisfied that the critetia for
the exercise of my discretion were met.
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25.  Specifically, I was satisfied that:

- the Sectetary’s decision to not approve the Applicant would result in a
community being left without reasonable access to pharmaceutical benefits
supplied by an approved pharmacist; and

- it was in the public interest to approve the Applicant.

Relevant community

26. Paragraph 90A(3)(a) of the Act provides that for the purposes of subsection (2), S
O
&
27. Having regard to the information and submissions provided by the Applicant, myb?9
Department and third parties, I formed the view that there is a relevant commugfity that
would be affected by the proposed pharmacy not being approved. I considered the
ity incl

community means a group of people that, in my opinion, constitute 2 community.

Reasonable access \zg;{b

28. I considered whether a decision to not approve the proposc\@harmacy would result in
the community being left without reasonable access to pharmaceutical benefits, and had
regard to the following: &

29.  After weighing these.points against the following, I was satisfied the community would
be left without able access to pharmaceutical benefits, should the Applicant’s
request not be approved:

Public interest
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9

31. I found that there is a public interest in the community having access to pharmaceutical
benefits at the proposed location, as I considered that the pharmacy will allow
convenient access to pharmaceutical benefits for the community, seven days a week.

o
S
RS
Greg Hunt ?
8 October 2021 )
Encl: Attachment A: Extract of the relevant legislation O\‘b
\Q\
>
\z\Q)
S
XN
O
&
Q‘b
Q)QQ)
o)
S\
Qv
N
S
?\
o)
&
&
(4\\0
N
S
<
)
<
\\(\Q)
&
$
RS
9
(o3
Q\;\Q)
Q~
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10
ATTACHMENT A
National Health Act 1953

Sections 90A and 90B of the Act provide as follows:

90A Minister may substitute decision approving pharmacist

(1) This section applies in relation to a decision of the Secretary under section 90 rejecting an
application by a pharmacist for approval to supply pharmaceutical benefits at particular S
premises, if: Q)\Q

(a) the application was made on or after 1 July 2006; and )
(b) the decision was made on the basis that the application did not comply with
requirements of the relevant rules determined by the Minister under sectio

(2) The Minister may substitute for the Secretary’s decision a decision approving thepharmacist
for the purpose of supplying pharmaceutical benefits at the patticular premis the Minister
is satisfied that: \®

(a) the Secretary’s decision will result in a community being left wi&nout reasonable
access to pharmaceutical benefits supplied by an approved %@naeist; and
(b) itis in the public interest to approve the pharmacist. ‘\\5\

(3) Fot the purposes of subsection (2): O
community means a group of people that, in the opinion o&ﬁle Minister, constitutes a
community. xS

reasonable access, in relation to pharmaceutical ben R supplied by an approved
pharmacist, means access that, in the opinion of thdzﬁnister, is reasonable.

(4) The power under subsection (2) may only be ch@lsed:

(a) on request by the pharmacist made un.q\t section 90B; and
(b) by the Minister personally. q/

(5) Subject to subsection 90B(5), the M.mﬁﬁdow not have a duty to consider whether to
exercise the power under subsection*(2) in respect of the Secretary’s decision.

(6) The power under subsection (2) d&es not authorise the Minister to approve a pharmacist for
the purpose of supplying pharaaceutical benefits at particular premises at which the
pharmacist is not perrmtteg;\@ndet the law of the State or Territory in which the premises are
situated, to catry on bu

(7) A decision by the I\ﬁ&r not to exercise the power under subsection (2) in respect of the
Secretary’s decision@oes not prevent the pharmacist from making an application to the
Administrative @eals Tribunal under subsection 105AB(7) for review of the Secretary’s
decision. g

(8) For the ses of this section (other than subsection (7)):

(a)_.@reference to a decision of the Secretary includes a reference to a decision of the
< “Secretary that has been affirmed by a decision of the Administrative Appeals Tribunal
&Y or an order of a federal court; and
V" (b) a reference to a decision of the Administrative Appeals Tribunal includes a reference
Q,b to a decision of the Adrmmstranve Appeals Tribunal that has been affitmed by an

\Q)’b order of a federal court.

)
QBOB Request to Minister to approve pharmacist
(1) If section 90A applies to a decision of the Secretary under section 90 rejecting an application
by a pharmacist, the pharmacist may, in writing, request the Minister to exercise the Ministet’s
power under subsection 90A(2) in respect of the Secretary’s decision.
(2) The Minister may determine the form in which a request under subsection (1) must be made
and, if the Minister does so, such a request must be made in that form.
(3) A request under subsection (1) must be made:
(a) within 30 days after the pharmacist is notified of the Secretary’s dec1sxon, or
(b) if the pharmacist has applied to the Administrative Appeals Tribunal for review of the
Secretary’s decision—within 30 days after:
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11

()  the pharmacist is given a copy of the Administrative Appeals Tribunal’s
decision affirming the Secretary’s decision; or
(i)  the application has been discontinued, withdrawn or dismissed; or
(c) if the phatmacist has sought an order from a federal court in respect of the Secretary’s
decision or a decision of the Administrative Appeals Ttibunal affirming the Sectetary’s
decision—within 30 days after: -
(i)  the court has made an order affirming the Secretary’s decision or the
Administrative Appeals Tribunal’s decision, as the case requires; or
(i)  the court proceeding has been discontinued, withdrawn or dismissed.

(4) The Minister must, within 3 months after receiving a request under subsection (1), persona]l((\@
decide whether to consider the request. If the Minister has not made a decision within th.ls‘q@
petiod, the Minister is taken to have decided not to consider the request. é?\

(5) If the Minister decides to consider a request under subsection (1), the Minister must,bemhin 3
months after making that decision, personally decide whether to exercise the pqw\gig under
subsection 90A(2) in respect of the Secretary’s decision. If the Minister has no@ade a
decision within this petiod, the Minister is taken to have decided not to e%@@e the power
under subsection 90A(2) in respect of the Secretary’s decision.

(6) The Sectetary must, by notice in writing, advise the pharmacist of: @ \

(a) the decision made, or taken to have been made, by the Min\ﬂzr under subsection (4);
and LN

(b) if applicable, the decision made, or taken to have bcenstnoade, by the Minister under
subsection (5). @Q’
&
be
<
Q)Q
&
D
Qv
N
o
v
o)
o
N
<O
N
®)
<
)
<
Z
&
O
O
9
>
\9
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From: 90Apharmacy

To: s47F

Cc: 90Apharmacy

Subject: Request for ministerial discretion - S38 [SEC=OFFICIAL]
Date: Wednesday, 14 July 2021 5:01:33 PM

Attachments: image001.png

Conditions of approval.pdf

Notification of bank account details for an approved pharmacy form.pdf

Authority to permit person(s) to enquire and-or sign claim forms on behalf of pharmacist(s).pdf
S38 _- Approval to Supply certificate.pdf

Notice of Minister s decision to approve - 38 pdf

<O

Q‘,Z’\(\
S

(\

Good afternoon MrS47F

Please find attached correspondence in relation to your client’s request to supply
Pharmaceutical Benefits Scheme (PBS) medicines at $38

N\
&
\S
Please find attached PBS approval Certificate, PBS notification of Approval Lett%(and the
National Health (Pharmaceutical Benefits) (Conditions of approval for appr pharmacists)
Determination 2017. &
\O

The following documents are also attached for your completion ei(\@?eturn via the PBS Approved
Suppliers Portal. fb&\'

K
e Notification of bank account details for approv harmacist form

e Authority to authorise pharmacist(s) to sign,claim forms on behalf of approved

pharmacist(s) form (1:0
o§b
N
If you have questions in relation to the ab@ce, please email 90Apharmacy@health.gov.au.
?\
o)
Regards QO
>
&
S47E(c), s4TF <O
. . &
Assistant Director O‘\

N
O
Benefits Integrity Digital Health Division | Health Financing Group
Provider Supp&(tkand Systems Branch
Australian ernment Department of Health
E: 90Aph@rmacy@health.gov.au
GPO@X 9848, Canberra ACT 2601, Australia
e
@fo%w Department of Health acknowledges the Traditional Custodians of Australia and their
@" continued connection to land, sea and community. We pay our respects to all Elders past and
present
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YEARS OF MEALTH
Tear-gean
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Our ref: DP324/E21-7659

SATF

Dear Applicant

Notice of Approval

I, Harry Rothenfluh, delegate of the Secretary of-the Department of Health under
subsection 90B(6) of the National Health Act 1953 (Act), am writing to notify you that
on 8 July 2021, the Minister for Health and 'Aged Care, the Hon Greg Hunt MP
(Minister), approved:

s38

to supply Pharmaceutical Bexefits Scheme (PBS) medicines at:

s38

The approval number that has been allocated to your approval by the delegate of the
Minister under regulation 16 of the National Health (Pharmaceutical Benefits)
Regulations 2017 is 38 Please ensure that you reference this number on all
official communications with us and when submitting PBS claims to Services
Australig-

Englosed is your ‘Certificate of Approval’ in respect of the above premises.

We have not been provided with evidence of your Victorian Pharmacy Board (VPA)
approval to operate a pharmacy business at the address in respect of which approval
has been granted.

Your approval number has therefore been deactivated until 28 July 2021.

Once we receive evidence that the VPA has granted you approval to operate a
pharmacy business at the approved premises, your approval will be re-activated.
Please email this evidence to 90Apharmacy@health.gov.au
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Conditions of approval

It is important to note that this approval is subject to the conditions specified in
section 92A of the Act, including those determined by the Minister under subsection
92A(1)(f) of the Act (refer to National Health (Pharmaceutical Benefits) (Conditions of
approval for approved pharmacists) Determination 2017 attached).

As your application was made under S38 of the National Health (Australian
Community Pharmacy Authority Rules) Determination 2018 (Pharmacy Location Rules),
it is subject to the restrictions applicable to that Item (see Item 315 of the Pharmacy
Location Rules).

As the approved pharmacist, it is your responsibility to:

e understand and comply with any changes to the legislation in the supplyof
PBS medicines;

e let us know of any changes that affect the supply of PBS medicingsat the
pharmacy premises; and

e notify us if changes occur to your pharmacy premises andZ6r the approved
pharmacist/s.

Provision of bank account for PBS payments and authdrising pharmacist(s) to
submit claims

You will need to complete the following forms (aftached) to enable payment of your
PBS claims and/or to authorise a pharmacist to-sign claim on your behalf:

e Notification of bank account details fd.approved community pharmacist

e Authority to authorise pharmacist(s) to sign claim forms on behalf of approved
pharmacist(s)

These forms must be returned-¢ia the PBS Approved Suppliers Portal accessible at
www.pbsapprovedsuppliers:health.gov.au

Pharmacy landline

As you have advised that the pharmacy is open and trading, you will need to
advise us of the;pharmacy’s landline by emailing;:
pbsapprovedsuppliers@health.gov.au

Online laiming of PBS

Younust Register for Online claiming for PBS and enter into a Recipient Created
Tax Invoice Agreement with Services Australia.

These forms can be accessed at: www.servicesaustralia.gov.au/organisations/health-

professionals/enablers/register-online-claiming-pbs /32456

Ordering PBS stationery

To register to order PBS stationery, email The Cameron’s Group at:
pbs@camerons.net

Once registered, your online account will allow you to order PBS stationery relevant
to your approval.
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Efficient Funding of Chemotherapy (EFC) arrangements

Should you wish to claim eligible EFC items you will need to obtain a Compounder
ID for your pharmacy or the ID of the compounder used to prepare these medicines.
More information on how to obtain a Compounder ID can be found at
www.ccpsagency.com.au/compounderform.pdt

Community Pharmacy Programs

Please ensure that you advise the Pharmacy Program Administrator, the

organisation responsible for administering Community Pharmacy Programs tunded ‘\Q\Q
under the Seventh Community Pharmacy Agreement, of any changes to your PBS ?9
approval number. {\C

If you have any enquiries regarding this letter, please email:
90Apharmacy@health.gov.au , \%“b

Yours sincerely N
S4TE(c), S4TF

Harry Rothenfluh PhD fb
Delegate of the Secretary of the Department of He@gﬁ
14 July 2021 \g\

Attachments \g
Certificate of Approval D

National Health (lernmaeut\@vaeneﬁ ts) (Conditions of approval for approved pharmacists)
Determination 2017 ;\\0

Notification of bank nc@mn‘ details for approved pharmacist form

Authority to nuth%ﬁse pharmacist(s) to sign claim forms on behalf of approved pharmacist(s)
form
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V. Australian Government

Sree Department of Health

Approval to Supply
Pharmaceutical Benefits

National Health Act 1953

538 X
@Q
$
i 38 ‘O\\’
with Approval Number: S QU
q‘b
N
trading as: O~
) ¥
N
s38

has approval to supply phgﬁgaceutical benefits at the premises situated at:

s38

effectiv% @&n the 8t day of July in the year 2021

O
SATF
14 July 2021
Signature Date

Delegate, Department of Health
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From: 90Apharmacy

To: S47F

Subject: Request for Statement of Reasons —S38 [SEC=OFFICIAL]
Date: Tuesday, 10 August 2021 10:05:13 AM

Attachments: image001.png

SoR Cover letter to third party.pdf
Signed SoR and Att A - 6 Aug 2021.pdf

Dear MrS47F

Please find attached the Statement of Reasons and covering letter in relation to premises in \(\Q
s38 ?g@
o

Regards *
e &
Ministerial Discretion
PBS Approved Suppliers Section )
Provider Support and Systems Branch K\?\Q)
Australian Government Department of Health \0
E: 90Apharmacy@health.gov.au @Q
MDP 659, PO Box 9848, Canberra ACT 2601, Australia (b{\{(\

R
The Department of Health acknowledges the traditional89ners of country throughout Australia,
and their continuing connection to land, sea and cor&?@nity. We pay our respects to them and
their cultures, and to elders both past and preserg.f/‘o

N
Building a strongsr,
healthier cuu&l
Yesterdag~
YEARS OF HEALTH 1nd @d
Ry - G2 tu aw
S
co((\
®®
(<&
\\0@
&
00
Q)G
9
{03
%
>
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Our ref: DP324/E21-125741

Pharmacy Owner
s38

S47F

Dear Pharmacy Owner

Request for Statement of Reasons — s38

I refer to a request made on your behalf on 20 July 2021, for a Statement of Reasons under
subsection 13(1) of the Administrative Decisions (Judicial Review) Act 1977, in relation to a
decision made by the Minister for Health and Aged Care, the:{on Greg Hunt MP, on

8 July 2021, to exercise discretionary power to approve thexsuipply of pharmaceutical benefits
at s38

Please find the Statement of Reasons attached. The Statement of Reasons sets out the findings
on the material questions of fact, referring to thi¢,€vidence or other material on which those
findings were based, but does not include agy information which must not be divulged under
section 135A of the National Health Act 4953.

Yours sincerely
S47E(c), s47F

Assistant Director

PBS Approved Suppliers Section

Benefits Integrity and Digital Health Division
10 August 2021

Encl:
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¥er

The Hon Greg Hunt MP
Minister for Health and Aged Care

Statement of Reasons

'ggﬁs statement is provided in response to a reauest received on 20 Tnlv 2021 feam

s

s38 for a Statement of Reasons under section 13 of the Administrative Decisions &
(Judicial Review) Act 1977. 'This statement is made in relation to a decision made by me, as_ O
Minister for Health and Aged Care, under subsection 90A(2) of the National Health Act1953,
to substitute (for the Secretary’s decision) a decision approving the Applicant for theéZBurnose
of supplying pharmaceutical benefits at $38
(proposed premises). 0

Definitions
In this statement:
‘Act’ means the National Health Act 1953,

“Applicant’ mcans the pharmacist who applied: for approvalﬂgn‘éf‘_i\i\ér section 90 of the Act; and
under subsection 90B(1) for me to exercise my discretion utider subsection 90A(2) of the Act;

‘Authority’ means the Australian Community Pharmagj?ﬁ;thority established under section
99] of the Act; 2

“Location Rules’ means the National Health (Aﬂ.gralzarz Community Pharmacy Authority Rules)
Determination 2018 (PB 46 of 2018) made un(c__i}g?!fsection 99L of the Act;

‘Ministerial Submission’ means MﬁstggjaiiSuBnﬂssion MS21-000449, provided by my
Depattment on 24 June 2021, in relatiofi'to the request for approval by the Applicant made
under subsection 90B(1) of the Ac; O

. ol s38
‘proposed premises’ means premnises located at
s38 <O

‘Secretary’ means the Sggfg“t;ry of the Department of Health;

‘section 90 Applica{g?ﬁ?means the application made by the Applicant on 9 November 2020
under section 90 ofthe Act for approval to supply pharmaceutical benefits at the proposed
premises.

¢

A

B\ N

%)
Background
1.

©On 9 November 2020, the Applicant made the section 90 application to the Secretary.

2" Consistent with subsection 90(3A) of the Act, the section 90 application was referred to
“ the Authority for consideration in accordance with the Location Rules,
3. On 11 December 2020, the Authority recommended to a delegate of the Secretary that

the Applicant’s section 90 application not be approved because it was not satisfied it met
s38

4. Under section 11 of the Location Rules, the Authortity must recommend that an
application not be approved under section 90 of the Act if a requitement under the
Location Rule that applies to the application is not met.
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5. On 23 December 2020, the Secretary’s delegate rejected the application. This was in
accordance with subsection 90(3B) of the Act, as the Authority had recommended the
application not be approved.

Request for exercise of Discretionary Power

6. Under subsection 90B(1) of the Act, if section 90A applies to a rejection under
section 90, a pharmacist can lodge a request with my Department for me to exercise my
discretionary power under subsection 90A(2) of the Act. Subsection 90A(2) of the Act
provides that I may, in certain circumstances, substitute a rejection by the Sectetary ofé)\(\q
delegate under section 90 with an approval decision. ®)

Exercise of discretionary power

13. On 8 July 2021, I decided, in accordance with subsection 90A(2) of the Act, to exercise
my discretion to approve the Applicant’s tequest to supply pharmaceutical benefits at
the proposed premises.

Page 2 of 10




	Document 34
	Document 36
	Document 37
	Document 38
	Document 39 
	Document 40 
	Document 41 
	Document 43
	Document 44 
	Document 45 
	Document 47
	Document 48
	Document 50
	Document 51
	Document 52
	Document 53
	Document 54
	Document 55
	Document 57
	Document 58
	Document 59
	Document 60
	Document 61
	Document 62
	Document 64
	Document 65
	Document 66
	Document 67
	Document 68
	Document 69



