SCHEDULE OF PHARMACEUTICAL BENEFITS EFFECTIVE 1 DECEMBER 2012—ERRATA

(1) This Erratum corrects the entry in the 1 December 2012 Schedule for flucloxacillin powder for oral liquid 125 mg/5 mL and
flucloxacillin powder for oral liquid 250 mg/5 mL.

The Schedule entry should appear as shown below. A gauge sign (#) has been added immediately before the prices shown in the Dispensed Price for
Maximum Quantity column.

PBS Name, Restriction, Manner of Administration and Max No. Premium Dispensed Maximum Brand Manufacturer
Item Form Qty of Price for Max Recordable Name
Code (Packs) | Rpts Quantity Value for

Safety Net

FLUCLOXACILLIN

Restricted benefit

Serious staphylococcal infections

Caution

Severe cholestatic hepatitis has been reported with this drug. Significant risk factors are age, particularly greater than 55 years, and duration of
treatment longer than 14 days.

5257Q | flucloxacillin 125 mg/5 mL oral liquid: powder for, 1 . . #16.18 17.63 Flucil LN
DP 100 mL
9149M | flucloxacillin 125 mg/5 mL oral liquid: powder for, 1 . . #16.18 17.63 Flucil LN
NP 100 mL
5258R flucloxacillin 250 mg/5 mL oral liquid: powder for, 1 . . #19.71 21.16 Flucil LN
DP 100 mL
9150N | flucloxacillin 250 mg/5 mL oral liquid: powder for, 1 . . #19.71 21.16 Flucil LN

NP 100 mL




(2) This Erratum corrects the entry in the 1 December 2012 Schedule for STADA Venlafaxine-SR brand of venlafaxine modified release capsule 150 mg.

The Schedule entry should appear as shown below. A correction has been made to the spelling of the brand name.

PBS Name, Restriction, Manner of Administration Max No. Premium | Dispensed Maximum Brand Name Manufacturer
Item and Form Qty of Price for Recordable
Code (Packs) | Rpts Max Value for

Quantity Safety Net

VENLAFAXINE

Restricted benefit

Major depressive disorders
Note

Continuing Therapy Only:
For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a patient has been

initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse Practitioners.

8302Y venlafaxine 150 mg capsule: modified release, 28 1 5 - 44.20 35.40 ® STADA TD
NP capsules Venlafaxine-SR

(3) This Erratum corrects the entry in the 1 December 2012 Schedule for Tocilizumab.

The following Notes appear incorrectly in the section 100 Highly Specialised Drugs listing of Tocilizumab for systemic juvenile idiopathic arthritis. These
notes do not apply to the PBS availability of items 1423X, 1464C, 1419Q, 1481Y, 1482B and 1476Q.

Note

TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological disease modifying
antirheumatic drugs (bDMARDs) for adults with severe active rheumatoid arthritis. Where the term bDMARD appears in the following notes and
restrictions it refers to the tumour necrosis factor (TNF) alfa antagonists (adalimumab, certolizumab pegol, etanercept, golimumab, infliximab), the
chimeric anti-CD20 monoclonal antibody (rituximab), the interleukin-6 inhibitor (tocilizumab) and the T-cell co-stimulation modulator (abatacept).
Patients are eligible for PBS-subsidised treatment with only 1 of the above biological disease modifying anti-rheumatic drugs at any 1 time.
PBS-subsidised abatacept, golimumab, infliximab and rituximab must be used in combination with methotrexate at a dose of at least 7.5 mg weekly.
Where a patient cannot tolerate 7.5 mg of methotrexate weekly, they are eligible to receive PBS-subsidised adalimumab, certolizumab pegol,

etanercept and tocilizumab.
In order to be eligible to receive PBS-subsidised treatment with rituximab, a patient must have already failed to demonstrate a response to at least




1 course of treatment with a PBS-subsidised TNF-alfa antagonist.

A patient receiving PBS-subsidised bDMARD therapy may swap to an alternate bDMARD without having to experience a disease flare. Under these
interchangeability arrangements:

— a patient may continue to receive long-term treatment with a PBS-subsidised bDMARD while they continue to show a response to therapy,

— a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised bDMARD more than once, and

— once a patient has either failed or ceased to respond to treatment 5 times, they will not be eligible to receive further PBS-subsidised bDMARDs
for the treatment of rheumatoid arthritis.

For patients who have failed PBS-subsidised treatment with 2 or 3 TNF-alfa antagonists prior to 1 August 2010 please contact Medicare Australia on
1800 700 270.

A patient whose most recent course of PBS-subsidised therapy was with rituximab and whose response to this treatment is sustained for more than
12 months, may apply for a further course of rituximab under the Continuing treatment restriction. A patient who has failed fewer than 5 bDMARDs
and who has a break in therapy of less than 24 months may commence a further course of treatment with a bDMARD without having to requalify
under the Initial 1 treatment restriction. A patient who has failed fewer than 5 bDMARDs and who has had a break in therapy of longer than 24
months must requalify for treatment under the Initial 1 treatment restriction.

The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised bDMARD treatment is stopped to the
date of the new application for treatment with a bDMARD.

(1) How to prescribe PBS-subsidised bDMARD therapy after 1 August 2010.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment and wishes to commence such therapy, excluding rituximab (Initial 1); or

(i) a patient wishes to re-commence treatment with a bDMARD following a break in PBS-subsidised therapy of more than 24 months (Initial 1); or
(iii) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; or

(iv) a patient wishes to re-commence treatment with a specific bDMARD following a break of less than 24 months in PBS-subsidised therapy with
that agent (Initial 2).

Initial applications for new or re-commencing patients (Initial 1) must include a joint count and ESR and/or CRP measured at the completion of the 6
month intensive DMARD trial, but prior to ceasing DMARD therapy.

Initial treatment authorisations will be limited to provide a maximum of 16 weeks of therapy for abatacept, adalimumab, etanercept, golimumab
and tocilizumab, 18 to 20 weeks of therapy with certolizumab pegol (depending upon the dosing regimen), 22 weeks of therapy for infliximab and 2
infusions of rituximab.

A patient must be assessed for response to any course of initial PBS-subsidised treatment (excluding rituximab) following a minimum of 12 weeks of
therapy and this assessment must be submitted to Medicare Australia no later than 4 weeks from the date that course was ceased.

Rituximab patients must be assessed following a minimum of 12 weeks after the first infusion, and this assessment must be submitted to Medicare
Australia within 4 weeks.

Where a response assessment is not submitted to Medicare Australia within these timeframes, the patient will be deemed to have failed to
respond to treatment with that bDMARD.

For second and subsequent courses of PBS-subsidised bDMARD (excluding rituximab) treatment it is recommended that a patient is reviewed in the
month prior to completing their current course of treatment and that an application is submitted to Medicare Australia no later than 2 weeks prior
to the patient completing their current treatment course.

Abatacept patients:

Patients are eligible to receive one I.V. loading dose when commencing treatment with the subcutaneous formulation. For these patients two




prescriptions are required, the first prescription for the I.V. loading dose for sufficient vials for one dose based on the patient's weight with no
repeats. The second prescription for the pre-filled syringes, with a maximum quantity of 4 and up to 3 repeats, must be submitted with the initial
application.

Rituximab patients:

A further application may be submitted to Medicare Australia 24 weeks after the first infusion. New baselines may be submitted with this application
if appropriate.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific bDMARD (excluding rituximab), a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The patient remains eligible
to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing they continue to sustain the response.

It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure uninterrupted bDMARD
supply.

Assessments of response to a course of PBS-subsidised therapy must be submitted to Medicare Australia no later than 4 weeks from the date that
course was ceased.

Rituximab patients:

A patient may qualify to receive a further course of treatment (every 24 weeks) with this agent providing they have demonstrated an adequate
response to treatment following a minimum of 12 weeks after the first infusion of their most recent treatment with rituximab. The patient remains
eligible to receive a course of rituximab every 24 weeks providing they continue to demonstrate a response as specified in the restriction.

Where a response assessment is not submitted to Medicare Australia within these timeframes, the patient will be deemed to have failed to
respond to treatment with that bDMARD.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD without having to requalify
with respect to the indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the joint count)
or the prior non-bDMARD therapy requirements, except if the patient has had a break in therapy of more than 24 months. However the
requirement for concomitant treatment with methotrexate, where it applies, must be met for each bDMARD trialled.

Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed treatment with that
agent.

A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing) with a bDMARD at the
time of the application. However, they cannot swap to a particular bDMARD if they have failed to respond to prior treatment with that drug.
Abatacept patients:

Patients swapping from I.V. abatacept to subcutaneous abatacept will not be eligible for an L.V. loading dose when commencing treatment with the
subcutaneous formulation.

In order to trial rituximab, a patient must have trialled and failed to demonstrate a response to at least 1 PBS-subsidised TNF-alfa antagonist
treatment.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is important that they
are assessed for response to every course of treatment approved, within the timeframes specified in the relevant restriction.

PBS subsidy does not allow for patients to receive treatment with another PBS-subsidised biological agent during the required treatment-free
period applying to patients who have demonstrated a response to their most recent course of rituximab. This means that patients who have
demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy treatment-free period of at least 22 weeks,
immediately following the second infusion, before swapping to an alternate bDMARD. Patients who fail to respond to rituximab and who qualify
and wish to trial a course of an alternate bDMARD may do so without having to have any treatment-free period.




To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the approved authority
prescription or remaining repeats for the bDMARD the patient is ceasing.

Note

(3) Baseline measurements to determine response.

Medicare Australia will determine whether a response to treatment has been demonstrated based on the baseline measurements of the joint
count, ESR and/or CRP submitted with the first authority application for a bDMARD. However, prescribers may provide new baseline measurements
any time that an initial treatment authority application is submitted and Medicare Australia will assess response according to these revised baseline
measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the commencement of treatment
with each initial treatment application must be provided for all subsequent continuing treatment applications. Therefore, where only an ESR or CRP
level is provided at baseline, an ESR or CRP level respectively must be provided to determine response. Similarly, where the baseline active joint
count is based on total active joints (i.e. more than 20 active joints), response will 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 demonstrated on the total number of major
joints.

Except as specified under the Initial 1 treatment restriction, a baseline joint count and ESR and/or CRP should be performed whilst the patient is still
on treatment or within 1 month of ceasing prior treatment. Applications under the Initial 1 treatment restriction for new or re-commencing
patients must include a joint count and ESR and/or CRP measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing
DMARD therapy.




