The Pharmacy Guild of Australia Submission to the
Post Market Review of Authority Required PBS Listings

About The Pharmacy Guild of Australia

The Pharmacy Guild of Australia (the Guild) was established in 1928, and is registered under
the federal Workplace Relations Act 1996 as an employers' organisation. The Guild’s
members are the owners of approximately 80% of the 5,450 community pharmacies in
Australia which dispense around 290 million prescriptions annually, the vast majority of
which are dispensed under the Pharmaceutical Benefits Scheme (PBS).

The Guild aims to promote, maintain and support community pharmacies as the most
appropriate primary providers of health care to the community through optimum therapeutic
use of medicines, medicines management and related services.

In the previous submission to the Post Market review the Guild proposed the following
criteria for PBS restrictions:

A medicine or medicinal form is considered for Restricted Benefit for the following reasons:
e To limit PBS usage so that it is used in accordance with the approval and registration
granted by the TGA.
e For items previously listed as STREAMLINED where there is only one indication
and/or where usage data is considered unnecessary or not useful.

A medicine or medicinal form is considered for Authority Required listing for the following
reasons:
. e Instances where the prescriber is seeking an increase above the maximum quantity,
and/or an increased number of repeats.

e To allow the controlled introduction of a medicine in a new therapeutic class if there
is a need to limit PBS usage to those patient groups where it is found to be cost-
effective.

e To allow for the listing of medicines where a prior written approval for authority to
prescribe is required e.g. S100 HSD Complex Authority Required items.

e To limit PBS usage so that this is in accordance with the approval and registration
granted by the TGA e.g. quinine for use in malaria as opposed to nocturnal leg
cramps.

e To alleviate concerns about adverse reactions, possible misuse, overuse or abuse e.g.
temazepam capsules where there was a risk of injection.
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A medicine or medicinal form is considered for Authority Required (STREAMLINED) for
the following reasons:
® After the controlled introduction of a medicine in a new therapeutic class and/or there
is no longer a need to limit PBS usage and there are multiple restrictions for which
usage data is considered necessary.
® To allow for treatment in patients groups of a drug in a Therapeutic Group with a
Therapeutic Group Premium (TGP) where adverse effects occurring with all of the
base-priced drugs, drug interactions occur or are expected to occur with all the base-
priced drugs or transfer to a base-priced drug would cause patient confusion resulting
in problems with compliance. ‘
® To allow for differential increased maximum quantities or increased repeats for
special patient groups (e.g. oxazepam for use in patients who are receiving long-term
‘nursing care on account of age, infirmity ...)

The Guild previously made a submission to the November 2011 PBAC meeting requesting
“the PBAC consider a list of Authority Required (STREAMLINED) items we considered
could be changed to Restricted Benefit. It addition to this suggested list of changes the Guild
provides the following advice on the three tranches of Authority Required items for
consideration by the Post Market Review.

On account of the page limit for submissions of 15 pages the Guild has tabulated its
recommendations using the following coding system to explain its recommendations:

A. Product has no other indication (either TGA approved or ‘off-label’) that would lead
to ‘leakage’ of use outside the PBS restriction. Therefore restriction could be relaxed
without risk of an increase in usage.

B. Product has been listed for some time and its controlled introduction could now be
considered over. Usage would be unlikely to increase if restriction relaxed.

C. Product has a niche market and/or prescriber base such that it is unnecessary to
restrict its usage. Usage would be unlikely to increase if restriction relaxed.

D. Antimicrobial product — usage should be restricted as suggested by such learned
bodies as the Antimicrobial Resistance Standing Committee (AMRSC) and NPS
Medicineswise to ensure responsible stewardship of antimicrobial products to
promote rational use and prevent antimicrobial resistance.

E. Product has the potential to be abused and/or misused outside of its indication and/or
restriction eg opiates, anabolic steroids, CNS stimulants for ADHD narcolepsy etc

F. Section 100 HSD/Chemotherapy Items for Public Hospital Use and Section

100HSD/Chemotherapy Items for Private Hospital/Private Clinic — restriction should
be made consistent between Public/Private

The Pharmacy Guild of Australia = Post Market Review of Authority Required Lisung 8 October 2014

Page 3



G. Product has multiple brands and/or undergone significant price reductions since patent
expiry

General points worth noting

Effectiveness of PBS restrictions

The Pharmaceutical Benefits Scheme (PBS) began as a limited scheme in 1948, with free -
medicines for pensioners and a list of 139 ‘life-saving and disease preventing’ medicines free
of charge for others in the community. Today the PBS provides timely, reliable and
affordable access to necessary medicines for Australians. The PBS is part of the Australian
Government’s broader National Medicines Policy. Under the PBS, the government subsidises
the cost of medicine for most medical conditions. Most of the listed medicines are dlspensed
by pharmacists, and used by patients at home.

Since the advent of Price Disclosure and successive increases in the patient co-payments for
both pensioners and general patients the effectiveness of any restriction placed on PBS listed
medicines is less as the prescriber and patient may opt to have the prescription written and
dispensed as a non-PBS item ie a “private item”. This is of concern for such medicines as
antibiotics, drugs of addiction, drugs that could be misused and/or abused and/or diverted.
Prior to Price Disclose and relatively low patient co-payments the PBS-restriction had some
influence as the cost of having a medicine dispensed “privately” was prohibitive for most
patienf groups. '

As noted by the Hon. Member for Boothby Andrew Southcott MP on 15 July 2014:

There are a number of medicines that are already less than the current general co-payment and they account for
more than 40 per cent of PBS listings and more than 70 per cent of general patient prescriptions.

What that means is that for these patients and for these scripts, the increase in the co-payment will have no
effect. Take, for example, Amoxicillin, a common antibiotic currently costs $13.85 and is well below the PBS co-
payment. After increases in the general co-payment, there will be no impact on the price of Amoxicillin. By the
time the co-payment changes come into effect on 1 January next year, more than 55 per cent of listings will be
below the general co-payment amount.”

The Guild would suggest that in the case of Controlled Drugs (or Schedule 8/Dangerous
Drugs) the Electronic Recording and Reporting of Controlled Drugs (ERRCD) is the most
effective mechanism to ensure appropriate use of these medicines to prevent overuse,
misuse/abuse or diversion as the cost many these medicines is lower than the general patient
co-payment. The Guild believes that many Authority Required restrictions could be made
Authority Required (Streamlined) or Restricted Benefit when the States and Territories have
implemented ERRCD. ;

! http://www.andrewsouthcott.com. au/Med1W1deos/tab1d/90/a1t1cleType/Aruclerew/artwleId/l 167/Making-
the-PBS-sustainable.aspx
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With respect to the important concerns of antibiotic resistance the Guild notes the World
Health Organisation Fact Sheet states that: 2

“Policymakers can help tackle resistance by:
e strengthening resistance tracking and laboratory capacity;
® strengthening infection control and prevention;
e regulating and promoting appropriate use of medicines;
® promoting cooperation and information sharing among all stakeholders.

Policymakers, scientists and industry can help tackle resistance by:
® fostering innovation and research and development of new vaccines, diagnostics, infection
treatment options and other tools.”

The Guild would caution against the reliance on PBS-restrictions in isolation to help in the
prevention of antibiotic resistance and notes with interest that Dr Southcott used amoxicillin
as an example in his speech to parliament. It would appear that this product has gained such a
reputation over the years that it is often used as an example when explaining aspects of the
PBS. The Guild would suggest additional measures are put in place to ensure the continued
effectiveness of antibiotics in the face of increasing antibiotic resistance caused by
inappropriate antibiotic use. Educational activities for patients and health professionals such
as that carried out by NPS Medicinewise? are valuable additional measures that would assist
in proper antibiotic prescribing where PBS restrictions are losing their effectiveness due to
the decrease in the price of many medicines with the corresponding increase in patient co-
payments. '

Further consideration could be given to inclusion of reminders or pop-ups in prescribing
software to remind prescribers of the dangers of antibiotic overuse. In addition, having
prescribing software automatically default to zero repeats on antibiotic prescriptions rather
than the current situation where all antibiotic prescriptions default to the maximum number of
repeats would go some way in preventing unnecessary and inappropriate antibiotic use.

Lifetime limits

Some PBS restrictions include a maximum number of treatments eg teriparatide, nafarelin in
a lifetime or over a specified time period and the Guild questions how the compliance of
these medicines could be monitored under a Streamlined restriction.

Authority Required (Streamlined) administrative requirements

The Guild questions why Authority Required (Streamlined) items need to be written on a
special form which includes an 8-digit Authority Required Form Number. The important
number is the 4-digit Streamlined Authority Code.i.e. the number that identifies the
indication for which the medicine is being prescribed. The Authority Required Form number

2 http://www.who.int/mediacentre/factsheets/fs 94/en/
3 http://www.nps.org.au/medicines/infections-and-infestations/antibiotics

The Phammacy Guild of Austrdia = Post Market Review of Authonty Required Listing 8 October 2014 3

Page 5



is an artefact of the Authority Required system where the form number was recorded by the
Medicare operator when the prescriber telephoned for permission to write a PBS-subsidised
prescription. This form number is not required for Streamlined prescriptions and should not
have to be recorded by the dispenser.

The Guild would suggest that all Streamlined PBS listings could be written on regular PBS
prescription étationery with the Streamlined Authority Code. This would also mean that
multiple strengths of a medicine could be included on the same prescription form, for
example; if a prescriber wished to order mycophenolate 750 mg bd a single form could be
used to order mycophenolate 500 mg and mycophenolate 250 mg. As the majority of
prescribers use computers to write prescriptions this should not be an onerous change to
process and would in fact be a more efficient use of PBS stationery.

Online Prior Written Authority Required Portal for Prescribers

The Guild believes that given the delays with the postal system an online Authority Required
application portal would be the most appropriate way to address this problem. However,
given the time and cost to develop such a system the Guild questions why DHS-Medicare
cannot accept applications via email from prescribers which would increase the efficiency
and effectiveness of the approval system. ‘

-Section 100 Highly Specialised Drugs _
The Highly Specialised Drugs Program provides for funding of specialised medications for
the treatment of chronic conditions which, because of their clinical use or other special
features, are restricted to supply through hospitals having access to appropriate specialist
facilities.

The Guild notes that many S100 HSD listings also have been subsequently listed in the
Section 85 general schedule for ‘maintenance’ therapy eg mycophenolate, tacrolimus,
cyclosporin, sirolimus and cinacalcet, presumably to address patient access problems. The
original listing in the HSD program may no longer be appropriate for many of the listings.

With the recently announced policy initiative to allow patients to access HIV medicines and
clozapine from July 2015 the Guild questions if there are not more medicines that could be
available from a pharmacy of a patient’s choice. Multiple listing also causes unnecessary
confusion amongst prescribers, pharmacist and patients. The Guild suggests the listing of
items could be simplified by having one HSD streamlined listing to cover prescribing from
any setting along with a requirement in the restriction that initiation take place by a suitable

-specialist in a hospital environment and maintenance treatment could be managed by other
prescribers in consultation with the specialist unit.

Authority Required “Life-time Approval”
The Guild questions why a prescriber has to phone for an Authority Required approval when

the patient has a life time condition. For medicines a patient must remain on for the term of
their natural life e.g. following a transplant, the Guild would suggest that only the initial
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treatment needs a phone approval and the patient could then be continued on treatment by
receiving a “Life-time Approval” which the prescriber access by writing a Restricted Benefit
or Streamlined Authority.

Interferons

The Guild notes that there are many interferons listed on the PBS with some in Section 100
HSD program and some in Section 85. Many have different indications and levels of
restrictions and the Guild questions whether consideration could be given to more
consistency within this class of drugs. '

The Guild also notes a recent recommendation made by the Pharmaceutical Benefits
Advisory Committee at its meeting held in March 2014 where the Committee was asked to
consider a change to the restriction for interferon beta-1a*. Whilst the Committee considered
that it would be appropriate for the current Authority Required listing be amended to
Authority Required (STREAMLINED) it also recommended “that the Department review the
administrative requirements for all PBS listed treatments for relapsing-remitting multiple
sclerosis (RRMS) in a consolidated fashion, rather than considering the individual listings in
a piecemeal approach”. Once again this highlights the Guild’s suggestion that the PBAC
should regularly review the PBS listings to ensure they remain appropriate.

bDMARDs

The Guild notes that most of the b(DMARDSs and similar medicines have very long
restrictions the length and complexity of which may have the opposite of the intended effect
of restricting use to certain patient groups in which they have been found to be cost-effective.
The length and complexity may disengage the stakeholders and the Guild would suggest that
it may be worthwhile considering a “General Statement” or flow chart that prescribers could
more easily follow.

Bisphosphonates .

The Guild notes that this class of drugs has a number of examples which are listed in both
Section 100 HSD program and Section 85 with a number of indications and
forms/presentations all with a variety of different restriction levels. The Guild questions
whether there could be consideration given to more consistency in this class of drugs.

Tenofovir disoproxil fumarate 300 mg tablet
The Guild notes this item is listed in Section 100 HSD for chronic hepatitis B and for HIV.

The Guild also notes the announcement by the Minister for Health, the Hon. Mr Peter Dutton
MP, made on 7 July 2014 that from 1 July 2015 amendments will be made to the prescribing
and dispensing arrangements for PBS subsidised HIV antiretroviral therapies so that these

4 http://www.pbs.gov.au/info/industry/listing/ele ments/pbac-meetings/pbac-outcomes/pbac-recommendations-
march-2014
3 http://www.pbs.gov.au/medicine/item/6358P-9563H
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medicines can now be dispensed through a pharmacy of the patient’s choice regardless of
where they were prescribed.® Tenofovir highlights the inconsistency of making one group of
HSD drugs for one disease available at a pharmacy of a patient’s choice but not for other
diseases as this drug can be used to treat both HIV and chronic hepatitis B. This decision is
clearly inequitable and if one group of drugs can be made available at a pharmacy of a
patient’s choice for one patient group then all drugs should be available at a pharmacy of a
patient’s choice irrespective of what disease they are living with.

PBS listing “NOTES”

A number of PBS listings include a “NOTE” which excludes the use of a PBS-listed
medicine with other medicines eg for rosiglitazone+metformin “This fixed dose combination
tablet is not PBS-subsidised for use in combination with a sulfonylurea (triple oral therapy),
or in combination with a dipeptidyl peptidase 4 inhibitor (gliptin), a glucagon-like peptide-1,
an insulin or an SGLT2 inhibitor.”

The Guild questions whether such notes are enforceable unless the restriction is Authority
Required as the Medicare operator would be in a position to verify the patient was not on any
PBS-listed medicine included in the NOTE.

General Nutrients

The Guild notes that there are a number of foods for special medical purposes listed on the
PBS and many are listed for the management of inborn errors of metabolism which are
diagnosed and treated by specialists. Whilst it could be argued that the red tape burden for
these sometimes small patient groups may not be considered onerous it should be
remembered that the red tape burden may be large for the limited number of specialists
treating these patients. Given these considerations the Guild asks whether many of these
items could not be listed as Restricted Benefits. It is unlikely that they would be used unless
the patient had an inborn error of metabolism and are unlikely to be misused, abused or
diverted.

6 http://www.health.gov.au/internet/ministers/publishing.nsf/Content/health-mediarel-yr2013-
dutton049.htm?OpenDocument& yr=2014&mth=07
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