SCHEDULE OF PHARMACEUTICAL BENEFITS EFFECTIVE 1 APRIL 2024 ERRATA

(1) This Erratum corrects the Restriction level from Authority Required to Authority Required (Streamlined) for new Upadacitinib item 14125K in the
1 May 2024 Schedule.

= UPADACITINIB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults with severe active rheumatoid arthritis. Where the
term biological medicine appears in the following notes and restrictions it refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', further subsidy is to cease. Where a particular
biological medicine has provided an inadequate response, it must not be subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious infusion or injection related reactions, Stevens
Johnson Syndrome, development of a demyelinating lesion, progressive multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is
not considered a treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been initiated through any Initial 1 listing, but the prescribed
biological medicine is changing, (b) there has been a break in biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine
last prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different biological medicine to that last
prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the most recent therapy prescribed leading up to this authority application, irrespective
of the length in time elapsed between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 application can remain as baseline measures.
Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological medicine has been obtained through Initial treatment
or Continuing treatment. However, the change in biological medicine cannot be back to the same biological medicine where that medicine has provided an inadequate
response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at least 24 months. Initial 3 requires current markers
of inflammation/joint count to be re-established. Prerequisite DMARD treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can
include rituximab where prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. Applications made on the same day for Initial
treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be assumed to have failed, unless the patient has
experienced a serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. Authority applications for patients who experienced
adverse reaction necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. Indicate where the adverse reaction
has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and measures of disease control (i.e. ESR/CRP/joint
count) demonstrate response following at least 12 weeks of treatment. Continuing treatment should never precede Initial treatment where the same biological medicine is



being prescribed.
The description of 'Continuing treatment’ means 'Continuing treatment of severe rheumatoid arthritis with the same biological medicine'. Where treatment of severe
rheumatoid arthritis is continuing with a different biological medicine, 'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid
arthritis with a different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops providing an adequate response, or the patient takes a
break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing’, the next authority application following immediately after any 'Initial treatment'
authority application is to be through 'First continuing'. Following this, the next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming
the drug continues to provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are not obligated to prescribe. From time to time, there
may be particular reasons why a prescriber may elect not to request the full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent
of Balance of Supply treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a written-only authority application
may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat prescriptions available under a particular treatment
phase, was not requested and where the biological medicine has had insufficient time to demonstrate an adequate response. Where the preceding supply has been
adequate to provide at least 12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 'Continuing
treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP provided with the first authority application for a
biological medicine. However, prescribers may provide new baseline measurements demonstrating elevation of both joint count and markers of inflammation any time that an
initial treatment authority application is provided and the eligibility for continuing treatment must be assessed according to these revised baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be used for all subsequent continuing treatment
applications. Therefore, where an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be used to determine response. Similarly, where the
baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the total number of active
joints. Where the baseline is determined on total number of major joints, the response must be determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP measured at the completion of the 6 month intensive
DMARD ftrial, but prior to ceasing DMARD therapy. The results must be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of more than 24 months must include a joint count
and ESR and/or CRP measurement that is no more than 4 weeks old at the time of application.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required (STREAMLINED)

14499

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:




e Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this condition under the First continuing treatment
restriction; OR

e Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological medicine, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement are due to active disease and not

irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4 weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the total

number of active joints. Where the baseline is determined on total number of major joints, the response must be determined on the total number of major joints. If only an ESR

or CRP level is provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will not be eligible to receive further PBS-subsidised

treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive further PBS-subsidised treatment with this drug

for this condition.

upadacitinib 15 mg modified release tablet, 28
14125K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 B 1272.31 31.60 Rinvoq [VE]




(2) This Erratum removes the Advanced Notice of deletion of Salbutamol brands the 1 May 2024 Schedule.
Prescriber Bag

Advance Notices
1 July 2024
Deletion — Brand

12108G Asmol CFC-Free with dose counter, AF— SALBUTAMOL, salbutamol 100 microgram/actuation inhalation, 200 actuations

12108G Zempreon CFC-Free with dose counter, AL — SALBUTAMOL, salbutamol 100 microgram/actuation inhalation, 200 actuations

General Pharmaceutical Benefits

1 July 2024
Deletion — Brand

12109H Asmol CFC-Free with dose counter, AF— SALBUTAMOL, salbutamol 100 microgram/actuation inhalation, 200 actuations

12109H Zempreon CFC-Free with dose counter, AL— SALBUTAMOL, salbutamol 100 microgram/actuation inhalation, 200 actuations



