Piecing together the Restrictions from their fragmented components
What is the PBS?
The Pharmaceutical Benefits Scheme (PBS) began as a limited scheme in 1948, with free medicines for pensioners and a list of 139 ‘lifesaving 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.
The aim of the National Medicines Policy is to meet medication and related service needs, so that both optimal health outcomes and economic objectives are achieved.
Under the PBS, the government subsidises the cost of medicine for most medical conditions. Most of the listed medicines are dispensed by pharmacists and used by patients at home.
Some medicines are dangerous to administer and need medical supervision (such as chemotherapy drugs) and are only accessible at specialised medical services, usually hospitals.
Restrictions on medicines
Many medications on the PBS are subsidised for a specific patient group or indication.
There are three restriction categories:
· Unrestricted benefits: no restrictions apply to the therapeutic use;
· Restricted benefits: can only be prescribed for specific therapeutic uses; and
· Authority required benefits: to prescribe these, doctors need approval from Services Australia or the Department of Veterans Affairs. Your doctor must declare the specific conditions and circumstances that justify the use of these medicines. This is usually done by phone during the consultation or in the case of Streamlined Authority it is done electronically.
Informational text can also be included as part of the published Restriction. These appear in the form of administrative advice (notes) or cautions.
The use of 'NOTE' is used to clarify how some pharmaceutical benefits should be prescribed.
The use of 'CAUTION' is to warn of known adverse reactions from, or precautions to be taken with, a particular pharmaceutical benefit. (The absence of a cautionary note does not imply reactions may not happen.)
The data and information contained in the PBS Schedule are available through a multitude of means; including:
· The PBS Website;
· The published monthly PBS Schedule;
· The published monthly data files - XML Version 3, Version 2, and flat text files; and
· The JSON API from the soon-to-be-released Data Distribution System.


Walking through a simple example
A simple example of a Pharmaceutical Item with Cautions, Notes and Restricted benefits, including Indications, can be seen in Figure 1 and Figure 2, as published on the PBS website[footnoteRef:1] and in the General Schedule[footnoteRef:2]. [1:  https://www.pbs.gov.au/medicine/item/1090J]  [2:  https://www.pbs.gov.au/publication/schedule/2023/05/2023-05-01-general-schedule-volume-1.pdf] 

The chosen Pharmaceutical Item is Flecainide 100mg tablet, 60 which has a PBSCODE of 1090J.
[image: ]
[bookmark: _Ref136002955]Figure 1 - Example Restriction with Multiple Prescription Types – (source: PBS.GOV.AU)
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[bookmark: _Ref136003057]Figure 2 - Example Restriction with Multiple Prescription Types - (source: Schedule)

The existing XML V3
The XML V3[footnoteRef:3] contains the restriction text, notes and cautions, broken up into fragmented components. These are linked back together via the various internal reference numbers. [3:  https://www.pbs.gov.au/downloads/2023/05/2023-05-01-xml-V3.zip] 

An example of the XML data and linkages to restriction fragments can be seen in Figure 3.
Restriction numbers 5584 and 5550 relate to the restriction text, with the four codes below, 14417, 13870 (an indication), 13400 and 7901, indicating the prescribing text fragments.
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[bookmark: _Ref136006080]Figure 3 - Example XML data for FLECAINIDE (1090J)

The Notes, Cautions and Restriction and Indication text can be pieced together through the links and references included in the XML V3, though the process to do this is complex and can only be accomplished through programmed algorithms.
This complexity was the genesis of the simplified Data Distribution System, though it must be expressed that there is an implicit intricacy in the way that the Restrictions themselves are defined and maintained within the Department’s information systems.




PBS Data Distribution System – endpoint data
From the DDS data point of view, the Restrictions text is presented in two ways, fully formed with HTML/docbook markings in the Restriction table and fragmented via the Prescribing Text table.
Using the Restriction Text endpoint
As stated, the Restriction Text endpoint holds the basic Restriction text, as seen in both the Legal Instrument (LI_HTML_TEXT) and in the published Schedule (SCHEDULE_HTML_TEXT).
Following on with “Flecainide 100mg tablet, 60 – PBSCODE – 1090J” as the example item.
Linking the Item to its Restrictions yields:
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From a data model perspective, this join looks similar to:
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The Item points to two Restriction records, with RES_CODES 5550 and 5584
When rendered in an HTML browser, the SCHEDULE_HTML_TEXT values are shown as:
5550
[image: A picture containing text, screenshot, font, number
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5584
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As shown, the Restriction_Text fields contain the basic information held in the Restriction itself, marked up to allow rendering into Rich Text Fields.
A richer set of restriction information/text has been made available through the use of the Prescription_Text endpoint.
Using the Prescribing Text endpoint
Within the management aspects of the Pharmaceutical Benefits Scheme (PBS), Prescribing Text is recorded at the lowest granular level to ensure that the text used to describe a particular rule that is required for single or multiple items is maintained in a solitary place.
These granular fragmented rules are then combined to build the text used to define the Restriction as a whole.
From a data perspective, the fragmented text is stored in the Prescribing Text table, and the linkages are maintained in the various association tables (e.g. Item_Restriction_Rltd, etc - See Figure 6). 
NOTE: The data model that describes the Restriction domain can be found in Figure 13.
The actual text fragment is available on the Prescribing_Text table in both unformatted and marked-up (i.e. with HTML and docbook markings) versions, allowing the User to use the data as they see fit.

Walking through the example:
Using “Flecainide 100mg tablet, 60 – PBSCODE – 1090J” as the example item, the complete Restriction_Text can be seen contained in the fragment records on the Prescribing_Text table by linking through the Restriction_Prescribing_Rltd table.
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[bookmark: _Ref136351212]Figure 4 - Results from Prescribing Text query
Figure 4 shows the results of the query (using PBSCODE – 1090J) run against the data from the DDS endpoints for the latest schedule.
From the data, the various components can be seen and how the different Prescribing types resolve through to the other tables.
The Clinical Criterion that states: “The treatment must be initiated in a hospital” is shown both at the Criteria level, with the addition of the heading “Clinical criteria” and the Parameter level without the heading.
The Indications (seen as Restricted Benefits on the Website) are shown with both the fully resolved text from the Prescribing Text table and in its segmented “Severity/Episodicity/Condition” form from the Indications table.
One slightly complicating factor is that Cautions appear with a Prescribing_type of “CAUTION”, whereas Notes appear with a type of “ADMINISTRATIVE_ADVICE”.
The query for this is shown in Figure 5, which is spread across four different diagrams, underlining the complexity of the overall query. But it must be said, even though the linkage of the data appears extremely complex, at its heart the Prescribing Text table holds the actual text, with the other tables used to determine the context of each textual fragment.
Overall Prescribing Text query diagram
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Figure 5 – Main query diagram for Prescribing Text query


View -Criteria Text query diagram
[image: A screenshot of a computer
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Figure 6 - Query diagrams for Prescribing Text – Criteria query
Observing the structure for this part of the query and the results shown in Figure 4, a couple of things become apparent.
The headings included with the Criteria Text, e.g. “Clinical Criteria”, “Treatment Criteria”, etc; is the Criteria Type concatenated with the Prescribing text.
The raw text can be found via the Prescribing Text associated with the parameter records itself.
Where multiple Parameters are associated with Criteria, their relationships are determined via the Criteria.Parameter_Relationship field and the order in which they appear are determined through the PT_Position column on the Criteria_Parameters_Relationship table.
NOTE: This is explained in more detail below.
View – Parameters query diagram
[image: A screenshot of a diagram
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Figure 7c - Query diagrams for Parameters query


View Indications query diagram
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[bookmark: _Ref136351871]Figure 8 - Query diagrams for Indications query

Establishing the relationships between Criteria and Parameters
One major aspect of using the fragmented prescribing_text elements is the ability to reproduce Restrictions and their respective Criteria and Parameters.
Figure 9 shows Restriction 10294 for Trastuzumab as it appears in the EFC General Schedule. From the text shown, it appears that the Restriction can be broken down into an Indication, plus four separate Criteria, which have slightly different conjunctions.
[image: ]
[bookmark: _Ref138327437]Figure 9 - Trastuzumab restriction from EFC General Schedule
From the DDS data, the Restriction shown in Figure 9 resolves to Res_Code – 10311_10294_R. Extracting the relevant Prescribing_Text records results in the four records shown at Figure 10. From this data it can be seen that the Restriction is comprised of an Indication and three Criteria records.

The fact that the Restriction displays four Clinical Criteria is explained through the use of Parameters as part of Criteria records.
[image: ]
[bookmark: _Ref138335535]Figure 10 - Prescribing text fragments for Restriction 10311_10294_R
The Prescribing_Text record denoted by the Prescribing_Txt_ID = 25631, is a conjunction of two Parameter records, using an “OR” to join both records. These are shown in Figure 11.
As can be seen, there are a total of four Parameter records related to the three Criteria records shown in Figure 10. The Parameter_Prescribing_Txt_ID resolves to Prescribing_Txt records that contain the granular fragments of the Parameter itself. There are no occurrences of the “Clinical Criteria:” heading. And the Criteria where ID = 25631, resolves to two Parameter records, 7746 and 25630, which contain the raw text from either side of the “OR” conjunction.
[image: ]
[bookmark: _Ref138336867]Figure 11 - Parameter records for Restriction 10311_10294_R
Conjunctions
The original Restriction text shows the main Criteria featuring an “AND” conjunction at the end of the first two Criteria, and an “OR” at the end of the third.
The fields that drive these conjunctions or relationships are drawn from the Restrictions.Criteria_Relationship and Criteria.Parameter_Relationship fields, and apply at the different levels of the Restriction.
For all Criteria records within a Restriction, the Restrictions.Criteria_Relationship value applies. In the case of 10311_10294_R this is seen in Figure 10 and is listed as “ALL”, and translates to the “AND” which appears in the text.
However, where there are multiple Parameters related to a Criteria record, as, in the example of Criteria ID = 25631, the relationship uses the Criteria.Parameter_Relationship field, which is shown as “ANY” in Figure 11, and translates to “OR” in the fully formed Restriction text.
Sorting of fragments.
The sorting or display order of text fragments in a Restriction is handled by the PT_POSITION columns found in the intersection tables used to resolve the many-to-many relationships between Restrictions and their associated Prescribing_Text.
For the overall fragment display order for a Restriction, this value is stored in the Restriction.PT_Position field, shown in Figure 10 for all four of the Prescribing_Text records, mirrors the textual order as displayed in the fully formed Restriction shown in Figure 9.
The display order for Parameter records within a Criteria is found in the Criteria_Parameter_Relationship.PT_Position field. This value is shown in Figure 11 (NOTE: For clarification, it has been named CP_PT_POSITION to distinguish it from Restriction.PT_POSITION).
As can be seen, for Criteria 11365 and 7745, where there is only one Parameter record, the PT_POSITION is 1.
For Criteria 25631, there are two Parameter records, with PT_POSITION of 1 and 2, denoting the sort order. Using the PT_POSITION values against the Parameter records they display in the exact order as shown in the fully formed Restriction (Figure 9).


Appendix A - The Restrictions domain data model
Figure 12 shows the Restrictions domain from the PBS Data Distribution physical data model.
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[bookmark: _Ref136349218]Figure 12 - Restrictions domain




Appendix B – Another Example
POMALIDOMIDE - Website and Schedule
A more complicated example to walk through is:
POMALIDOMIDE (PBSCODE 12666P) - pomalidomide 3 mg capsule, 14
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Figure 14 - PBS Website entry for Pomalidomide (12666P)

[image: ]
Figure 15 - Schedule entry for Pomalidomide (12666P)

POMALIDOMIDE - XML
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Indication
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Treatment Phase
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Clinical Criteria
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Figure 16 - XML entries for Pomalidomide (12666P) data

POMALIDOMIDE – Restriction Text (DDS)
[image: ]
Figure 17 - Restriction Text records for Pomalidomide
Caution (16840_C) text rendered:
[image: A white background with black text
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Note (28500_N) text rendered:
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Note (30079_N) text rendered:
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Figure 18 - Rendered Cautions and Notes for Pomalidomide


Restriction (13756_13757_R) text rendered:
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Figure 19 - Rendered restriction for Pomalidomide

POMALIDOMIDE – Prescribing Text fragments (DDS)
The full data that describes the above Restriction can be found in fragmented form by applying the SQL query described by Figure 5.
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Figure 20 - List of Prescribing Text fragments for Pomalidomide restrictions
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<preferred-term>flecainide acetate 100 mg tablet, 60</preferred-term>
<code rdf:resource="http://pbs.gov.au/code/item">1090J</code>
<benefit-types-list>

<benefit-type xml:id="a23146"
rdf:resource="http://pbs.gov.au/benefit-type/restricted">
<member-of-list>

<member-of rdf:resource="http://pbs.gov.au/prescriber/medical">
<code rdf:resource="http://pbs.gov.au/code/group">M</code>
<effective>

<date>2023-04-01</date>

</effective>

</member-of>

<member-of rdf:resource="http://pbs.gov.au/prescriber/nurse">

<code rdf:resource="http://pbs.gov.au/code/group">N</code>
<effective>

<date>2023-04-01</date>

</effective>

</member-of>

</member-of-list>

<restriction-references-list>

<restriction-reference xlink:href="$a22513">

<code rdf:resource="http://pbs.gov.au/code/restriction">5584</code>
<effective>

<date>2015-11-01</date>

</effective>

</restriction-reference>

<restriction-reference xlink:href="$a22512">

<code rdf:resource="http://pbs.gov.au/code/restriction">5550</code>
<effective>

<date>2015-11-01</date>
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</restriction>

<restriction xml:id="a22512">

<code rdf:resource="http://pbs.gov.au/code/restriction"555504/ code>
<code rdf:resource="http://pbs.gov.au/code/treatment-o£">5550</code>
<assessment rdf:resource="http://pbs.gov.au/assessment/immediate">
<code rdf:resource="http://pbs.gov.au/assessment">immediate</code>
<effective>

<date>2015-11-01</date>

</effective>

</assessment>

<caution-reference xlink:href="#a26350">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">14417</code>
<effective>

<date>2015-11-01</date>

</effective>

</caution-reference>

<indication-reference xlink:href="#a36037">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">13870</code>
<effective>

<date>2015-11-01</date>

</effective>

</indication-reference>

<all>

<criteria-reference xlink:href="$a41374">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">13400</code>
<effective>

<date>2015-11-01</date>

</effective>

</criteria-reference>

</all>

<administrative-advice-reference xlink:href="#al4323">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">7901</code>
<effective>

<date>2015-11-01</date>

</effective>

</administrative-advice-reference>

<effective>

<date>2015-11-01</date>

</effective>

</restriction>
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<caution xml:1d="a26350">
<code rdf:resource="http://pbs.gov.au/code/prescribing-text">14417</code>

<dbk:note>

<dbk:para>Flecainide acetate should be avoided in patients with poor cardiac function.</dbk:para>
</dbk:note>
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<indication xml:id="a36037">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">13870</code>
<severity-reference xlink:href="#a31963">

<effective>

<date>2015-06-01</date>

</effective>

</severity-reference>

<condition-reference xlink:href="#a33737">

<effective>

<date>2015-06-01</date>

</effective>

</condition-reference>

<effective>

<date>2015-06-01</date>

</effective>

</indication>

<indication xml:id="a3s531">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">12672</code>
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8866503  <date>2015-05-01</date>

8866504  </effective>

8866505  </severity>

8866506 <severity xml:id="G31963">

8866507  <preferred-term>Serious</preferred-term>
8866508  <effective>

8866509 <date>2015-06-01</date>

8866510  </effective>
8066511  </severity>
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</clinical>
<clinical xml:id="ad1374">

<dcode rdf:resource="http://pbs.gov.au/code/prescribing-text">13400</code>
<any>

<parameter-reference xlink:href="$a39489">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">13399</code>
<assessment rdf:resource="http://pbs.gov.au/assessment/immediate">

<code rdf:resource="http://pbs.gov.au/assessment">immediate</code>
<effective>
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<treatment-parameter xml:id="a39489">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">13399</code>
<dbk:note>

<dbk:para>The treatment must be initiated in a hospital.</dbk:paras
</dbk:note>

<effective>

lecdates2015-02-26</dates
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Flecainide acetate should be avoided in patients with poor cardiac function.
Serious ventricular cardiac arrhythmias

The treatment must be initiated in a hospital..

Shared Care Model:
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‘more than 1 week but less than & weeks from the last dose or a patient's weight s greater than 125 kg
Note Authority applications for increased quantities/ repeats (where relevant) may be made by telephone to the Department of
Human Services on 1800 700 270 (hours of operation & a.m. to 5 p.m. EST Monday to Friday).

Auth red (STREAMLINED)
10294
Early HER2 positive breast cancer
Treatment Phase: Continuing treatment (3 weekly regimen)
Clinical criteria:
« Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
 The treatment must not be used in a patient with a left ventricular ejection fraction (LVEF) of less than 45% andlor with
‘symptomatic heart failure, AND
« Patient must not receive more than 52 weeks of combined PBS-subsidised and non-PBS-subsidised therapy; OR
« Patient must not receive more than 52 weeks of combined trastuzumab and trastuzumab emtansine therapy i adjuvant
trastuzumab emtansine therapy has been discontinued due to intolerance.
Injection
4703M Max Amount No.ofRpls PremiumS  DPMAS MRVSNS Brand Name and Manufacturer
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POMALIDOMIDE

Source 5100 HSD Public
Body System ANTINEOPLASTIC AND IMMUNOMODULATING AGENTS > IMMUNOSUPPRESSANTS > IMMUNOSUPPRESSANTS
- Caution

in female patients or in the partners of male patients must be avoided during treatment and for 1 month after

This drug s a category X drug and must not be given to pregnant women. Pregnancy
cessation of treatment.
~Note

Applications for authorisation under this restriction may be made i real time using the Online PBS Authorities system (see www servicesaustralia gov.auHPOS) or by telephone by contacting Services
Australia on 1800 700 270 (hours of operation & a.m. to 5 p.m. Monday to Friday).

Note

Patients receiving pomalidomide under the PBS lsting must be registered in the risk management program relevant for the brand of pomalidomide being prescribed and dispensed: Pomolide - Juno's
Pregnancy Prevention Program; Pomalyst - i-access program;: Pomalidomide Sandoz - Pregnancy Prevention Program.

A Authority Required
Multiple myeloma

Treatment Phase: Iniialtreatment with triple therapy (this drug, bortezomib and dexamethasone)

Clinical criter

« The condition must be confirmed by a histological diagnosis,

AND

= The treatment must form part of triple combination therapy limited to: () this drug, (i) bortezomib,

AND

- Patient must have progressive disease after at least one prior therapy that s either- i) lenalidomide monotherapy, (i) contains lenalidomide,

AND

= Patient must have undergone or be ineligible for a stem cell transplant

Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per Lin serum M protein (monoclonal protei
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(b) at least a 25% increase in 24-hour urinary ight chain M protein excretion, and an absolute increase of at least 200 mg per 24 hours; or
(©)in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved free light chain and uninvoived free light chain; or
(d) at least a 25% relative increase and atleast a 10% absolute increass in plasma cels in 2 bone marrow aspirate or on biopsy; or

(&) anincrease i the size or number of ytic bone lesions (not including compression fractures); or

(7 at least a 25% increase n the size of an existing or the development of a new soft tissue plasmacytoma (determined by clinical examination or diagnostic imaging): o
(g) development of hypercalcaemia (corrected ssrum calcium greater than 2.65 mmol per L not aftibutable to any other cause).

Oligo-secretory and non-secretory patients are dsfined as having acive diseass with less than 10 g per L serum M protein.

A Autority Required

Muttple myeloma

‘Treatment Phase: Continuing treatment vith trple therapy (this drug, bortezomib and dexamethasone)

cal criteri

« Patient must have previously received PBS-subsidised treatment with tis drug for tis condiion,

AND

« The treatment must form part oftriple combination therapy imited to: () tis drug, i) bortezomi

dexamethasone,
AND
= Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this conition.
Progressive disease is defined s at least 1 of the following.
(2) at least a 25% increase and an absolute increase of atleast 5 g per L in serum M protein (monoclonal protein): or
(b) at least a 25% increase in 24-hour urinary ight chain M protein excretion, and an absolute increase of at least 200 mg per 24 hours; or
(©)in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved free light chain and uninvoived free light chain; or
(d) at least a 25% relative increase and atleast a 10% absolute increass in plasma cels in 2 bone marrow aspirate or on biopsy; or
(&) anincrease i the size or number of ytic bone lesions (not including compression fractures); or
(7 at least a 25% increase n the size of an existing or the development of a new soft tissue plasmacytoma (determined by clinical examination or diagnostic imaging): o
(g) development of hypercalcaemia (corrected ssrum calcium greater than 2.65 mmol per L not aftibutable to any other cause).

Oligo-secretory and non-secretory patients are defined as having active disease vith less than 10 g per L serum M protein.
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* POMALIDOMIDE
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<code rdf:resource="http://pbs.gov.au/code/item">12666P</code>
<benefit-types-list>

<benefit-type xml:id="a2372414"
Tdf:resource="http://pbs.gov.au/benefit-type/authority-required">
<member-of-list>

<member-of rdf:resource="http://pbs.gov.au/prescriber/medical">
<code rdf:resource="http://pbs.gov.au/code/group">¥</code>
<effective>

<date>2023-04-01</date>

</effective>

</member-of>

</member-of-1ist>

<restriction-references-list>

<restriction-reference xlink:href="$a2725725">

<code rdf:resource="http://pbs.gov.au/code/restriction">13756</code>
<effective>

<date>2023-01-01</date>

</effective>

</restriction-reference>

<restriction-reference xlink:href="$a2725723">

<code rdf:resource="http://pbs.gov.au/code/restriction">13747</code>
<effective>

<date>2023-01-01</date>

</effective>

</restriction-reference>

<moved xml:id="a2726491"

xlink:href="$a2726492"

rdf : resource="http: //pbs.gov.au/change/ removed">

<effective>
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<restriction xml:id="a2725725">

<code rdf:resource="http://pbs.gov.au/code/restriction">13756</code>
<code rdf:resource="http://pbs.gov.au/code/treatment-o£">13757</code>
<assessment rdf:resource="http://pbs.gov.au/assessment/immediate">
<code rdf:resource="http://pbs.gov.au/assessment">immediate</code>
<effective>

<date>2023-01-01</date>

</effective>

</assessment>

<indication-reference xlink:href="#a35456">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">7906</code>
<effective>

<date>2023-01-01</date>

</effective>

</indication-reference>

<treatment-phase-reference xlink:href="4a2725334">

<effective>

<date>2023-01-01</date>

</effective>

</treatment-phase-reference>

<all>

<criteria-reference xlink:href="$a40770">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">7908</code>
<effective>

<date>2023-01-01</date>

</effective>

</criteria-reference>

<criteria-reference xlink:href="$a2570116">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">29251</code>
<effective>

<date>2023-01-01</date>

</effective>

</criteria-reference>

<criteria-reference xlink:href="$a2363775">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">27800</code>
<effective>

<date>2023-01-01</date>

</effective>

</criteria-reference>

<criteria-reference xlink:href="$ase1321">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">19705</code>
<effective>

<date>2023-01-01</date>

</effective>

</criteria-reference>

</all>

<prescriber-instruction-reference xlink:href="#a24695">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">7922</code>
<assessment rdf:resource="http://pbs.gov.au/assessment/immediate">
<code rdf:resource="http://pbs.gov.au/assessment">immediate</code>
<effective>

<date>2023-01-01</date>

</effective>

</assessment>
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<effective>

<date>2023-01-01</date>

</effective>

</prescriber-instruction-reference>
<prescriber-instruction-reference xlink:href="$a24699">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">7923</code>
<assessment rd: "http://pbs.gov.au/assessment/immediate™>
<code rdf:resource="http://pbs.gov.au/assessment">immediate</code>
<effective>

<date>2023-01-01</date>

</effective>

</assessment>
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</indication>

<indication xml:id="a35456"5

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">7906</code>
<condition-reference xlink:href="$a32966">

<effective>

<date>2012-12-01</date>
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<condition xml:jdE¥E32966">
<preferred-term>Multiple myeloma </preferred-term>

<effective>
<date>2012-12-01</date>
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</treatment-phase>

<treatment-phase xml:IdSV2725334">

<preferred-term>Initial treatment with triple therapy (this drug, bortezomib and dexamethasone)</preferred-term>
<effective>

<date>2023-01-01</date>

</effective>
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<clinical xml:id="a40770"%>

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">7908</code>
<any>

<parameter-reference xlink:href="$a39364">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">7907</code>
<assessment rdf:resource="http://pbs.gov.au/assessment/immediate">
<code rdf:resource="http://pbs.gov.au/assessment">immediate</code>
<effective>

<date>2012-10-27</date>
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<condition-parameter xml: >

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">7907</code>
<dbk:note>

<dbk:para>The condition must be confirmed by a histological diagnosis.</dbk:para>
</dbk:note>

<effective>

<date>2012-10-27</date>
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<clinical xml:id="a2570116">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">29251</code>
<any>

<parameter-reference xlink:href="#a2570077">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">29250</code>
<assessment rdf:resource="http://pbs.gov.au/assessment/immediate">

<code rdf:resource="http://pbs.gov.au/assessment">immediate</code>
<effective>

<date>2022-09-01</date>
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<treatment-parameter xml:
<code rdf:resource="http://pbs.gov.au/code/prescribing-text">28250</code>

<dbk:para>The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone.</dbk:para>
</dbk:note>

<effective>

<date>2022-09-01</date>
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<clinical xml:id="a2363775">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">27800</code>
<any>

<parameter-reference xlink:href="#a2363728">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">27799</code>
<assessment rdf:resource="http://pbs.gov.au/assessment/immediate">

<code rdf:resource="http://pbs.gov.au/assessment">immediate</code>
<effective>
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<patient xml: >

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">27799</code>

<dbk:note>

<dbk:para>Patient must have progressive disease after at least one prior therapy that is either: (i) lemalidomide monotherapy, (ii) contains lenalidomide.</dbk:para>
</dbk:note>

<effective>

<date>2021-10-01</date>
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</clinical>

<clinical xml:dSVaSI321">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">19705</code>
<any>

<parameter-reference xlink:href="#a561212">

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">19704</code>
<assessment rdf:resource="http://pbs.gov.au/assessment/immediate">

<code rdf:resource="http://pbs.gov.au/assessment">immediate</code>
<effective>

<date>2016-10-27</date>





image42.png
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<patient xml:id="aS5E1212%>

<code rdf:resource="http://pbs.gov.au/code/prescribing-text">18704</code>

<dbk:note>

<dbk:para>Patient must have undergone or be ineligible for a stem cell transplant.</dbk:para>
</dbk:note>

<effective>

<date>2016-10-27</date>

</effective>
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</treatment-phase>
<prescriber-instruction xml:id="a24695">
<code rdf:resource="http://pbs.gov.au/code/prescribing-text">7922</code>

<dbk:note>

<dbk:para>Progressive disease is defined as at least 1 of the following:</dbk:para>

<dbk:para> (a)
<dbk:para> (b)
<dbk:para> (c)
<dbk:para> (d)
<dbk:para> (e)
<dbk:para> (£)
<dbk:para> (g)
</dbk:note>

<effective>

at
at
in
at
an
at

least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or</dbk:;
least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg |
oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved f
least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on bi.
increase in the size or number of lytic bone lesions (not including compression fractures); or</dbk:para>

least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by c

development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other cause)

<date>2020-04-01</date>

</effective>

</prescriber-instruction>
<prescriber-instruction xml:id="a24699">

<code rdf:resourc:

<dbk:note>

"http://pbs.gov.au/code/prescribing-text">7923</code>

<dbk:para>0ligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.</

</dbk:note>
<effective>
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This drug is a category X drug and must not be given to pregnant women. Pregnancy in female
patients or in the partners of male patients must be avoided during treatment and for 1 month
after cessation of treatment.
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Applications for authorisation under this resriction may be made in real time using the Online
PBS Authorities system (see www.servicesaustralia. gov.awHPOS) or by telephone by
contacting Services Australia on 1800 700 270 (hours of operation § am. to 5 p.m. Monday fo
Friday).
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Patients receiving pomalidomide under the PBS listing must be registered in the risk
‘management program relevant for the brand of pomalidomide being prescribed and dispensed:
Pomolide - Juno's Pregnancy Prevention Program; Pomalyst - i-access program; Pomalidomide
Sandoz - Pregnancy Prevention Program.
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Multiple myeloma
Initial treatment with triple therapy (this drug, bortezomib and dexamethasone)

‘The condition must be confirmed by a histological diagnosis.; AND

The treatment must form part of triple combination therapy limited to: (i) this drug, (i) bortezomib, (iii) dexamethasone.; AND

Patient must have progressive discase after at least one prior therapy that is either: (i) lenalidomide monotherapy, (ii) contains lenalidomide.; AND

Patient must have undergone or be ineligible for a stem cell transplant

Progressive disease is defined as at least 1 of the following.

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg per 24 hours; or

(<) in oligo-secretory and non-secretory myloma patients only, at least a 50% increase in the difference befween involved free light chain and uninvolved free light chain; or
(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate o on biopsy: or

(e) an increase in the size or number of Iytic bone lesions (not including compression fractures); or

(D at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by clinical examination or diagnostic imaging); or

(¢) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not atiributable to any other cause).

Oligo-secretory and non-secretory patients are defined as having active discase with less than 10 g per L serum M protein.
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= FLECAINIDE
Caution Flecainide acetate should be avoided in patients with poor cardiac function.

Note Shared Care Model:
For prescribing by nurse practiioners where care of a patient is shared between a nurse practitioner and medical
praciitioner in a formalised amangement with an agreed management plan. Further information can be found in the
Explanatory Notes for Nurse Practitioners.
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