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PHARMACEUTICAL BENEFITS

These changes to the Schedule of Pharmaceutical Benefits are effective from 1 July 2008. The Schedule is
updated on the first day of each month and is available on the Internet at www.pbs.gov.au.

Fees, Patient Contributions and Safety Net Thresholds

The following fees, patient contributions and safety net thresholds apply as at 1 July 2008 and are included,
where applicable, in prices published in the Schedule—

Dispensing Fees:

Additional Fees (for safety net

prices):
Patient Co-payments:
Safety Net Thresholds:

Safety Net Card Issue Fee:

Ready-prepared

Dangerous drug fee
Extemporaneously-prepared
Allowable additional patient
charge’

Ready-prepared

Extemporaneously-prepared
Genera

Concessional

Genera

Concessional

$5.81
$2.71
$7.85
$3.63

$1.01

$1.40
$31.30
$5.00
$1141.80
$290.00
$7.86

*The allowable additional patient charge is a discretionary charge to general patients if a pharmaceutical item has a dispensed price for maximum quantity less than

the general patient co-payment. The pharmacist may charge general patients the allowable additional fee but the fee cannot take the cost of the prescription above

the general patient co-payment for the medicine. This fee does not count towards the Safety Net threshold.


http://www.pbs.gov.au

SUMMARY OF CHANGES

ADDITIONS

Additions — Items

9163G Calcipotriol, Scalp solution 50 micrograms per mL (0.005%), 30 mL (Daivonex)

9157Y Cinacalcet hydrochloride, Tablet 30 mg (base) (Sensipar)

9158B Cinacalcet hydrochloride, Tablet 60 mg (base) (Sensipar)

9159C Cinacalcet hydrochloride, Tablet 90 mg (base) (Sensipar)

3478C Clonazepam, Ord liquid 2.5 mg per mL, 10 mL (Rivotril) (Doctor's Bag)

9164H Cystinewith carbohydrate, Sachets 4 g containing 500 mg cystine, 30 (Cystine Amino Acid Supplement)
3473T Hyoscine butylbromide, Injection 20 mgin 1 mL (Buscopan) (Doctor's Bag)

1956Y M emantine hydrochloride, Tablet 10 mg (Ebixa)

2059 Memantine hydrochloride, Oral drops 10 mg per g, 50 g (Ebixa)

9161E Rivastigmine, Transdermal patch 9 mg (releasing approximately 4.6 mg per 24 hours) (Exelon Patch 5)
9162F Rivastigmine, Transdermal patch 18 mg (releasing approximately 9.5 mg per 24 hours) (Exelon Patch 10)
9160D Terbinafine hydrochloride, Cream 10 mg per g (1%), 15 g (Lamisil)

9165J Tyrosine with carbohydrate, Sachets 4 g containing 1 g tyrosine, 30 (Tyrosine Amino Acid Supplement)
Additions — Brands

2751T Amlodipine generichealth, GQ — Amlodipine, Tablet 5 mg (as besylate)
2752W Amlodipine generichealth, GQ — Amlodipine, Tablet 10 mg (as besylate)

2265F Fluvax Junior, CS— Influenza vaccine, Injection (trivalent) 0.25 mL (containing
A/Solomon Islands/3/2006, A/Brisbane/10/2007 and B/Florida/4/2006 like strains)

1638F DBL Metronidazole Intravenous Infusion, HH — Metronidazole, 1.V. infusion 500 mg in 100 mL

5154G DBL Metronidazole Intravenous Infusion, HH — Metronidazole, 1.V. infusion 500 mg in 100 mL
(Dental)

3050M Indopril 2, S — Perindopril, Tablet containing 2 mg perindopril erbumine

3051N Indopril 4, S — Perindopril, Tablet containing 4 mg perindopril erbumine

8704D Indopril 8, S — Perindopril, Tablet containing 8 mg perindopril erbumine

Additions — Notes

The restrictions for the following items have also been amended (see Alterations — Restrictions).

Pemetrexed disodium, Powder for I.V. infusion 100 mg (base) (Alimta)
Pemetrexed disodium, Powder for 1.V. infusion 500 mg (base) (Alimta)

DELETIONS

Deletions — ltems

2508B Dexamethasone sodium phosphate, Injection equivalent to 120 mg dexamethasone phosphate in 5 mL
(HH)

2695W Hydroxocobalamin acetate, Injection 1 mg (base) in 1 mL (Goldshield Hydroxocobalamin)

2356B Phenoxymethylpenicillin, Paediatric oral suspension 125 mg per 5 mL, 100 mL (Cilicaine V,
Abbocillin-V)

3365D Phenoxymethylpenicillin, Paediatric oral suspension 125 mg per 5 mL, 100 mL (Cilicaine V,
Abbocillin-V) (Dental)

2354X Phenoxymethylpenicillin, Oral suspension 250 mg per 5 mL, 100 mL (Cilicaine V, Abbocillin-V)

3366E Phenoxymethylpenicillin, Oral suspension 250 mg per 5 mL, 100 mL (Cilicaine V, Abbocillin-V)
(Dental)



8485N
8125P

8126Q

Deletions — Brands
Femtran 25, |A — Oestradiol, Transdermal patches 2 mg (releasing approximately 25 micrograms per 24
hours), 4

Femtran 50, |A — Oestradiol, Transdermal patches 3.8 mg (releasing approximately 50 micrograms per
24 hours), 4

Femtran 100, IA — Oestradiol, Transdermal patches 7.6 mg (releasing approximately 100 micrograms
per 24 hours), 4

Deletions — Bioequivalence Indicator

The bioequivalence indicator (%) has been removed from the following brands:

8485N

8125P

8126Q

9101B

9033K
9034L
9102C
8495D
8496E
9035M

9036N
9083C
9084D

9087G
9088H
8770N
8771P
8772Q
8769M
9131N
9130M
8497F
8498G
8499H
8500J

8563Q

2142R

Climara 25, SC — Oestradiol, Transdermal patches 2 mg (rel easing approximately 25 micrograms per 24
hours), 4

Climara 50, SC — Oestradiol, Transdermal patches 3.8 mg (releasing approximately 50 micrograms per
24 hours), 4

Climara 100, SC — Oestradiol, Transdermal patches 7.6 mg (rel easing approximately 100 micrograms
per 24 hours), 4

ALTERATIONS

Alterations — Restrictions

Adalimumab, Injection 40 mgin 0.8 mL pre-filled pen (Humira)

Adalimumab, Injection 40 mg in 0.8 mL pre-filled syringe (Humira)

Adalimumab, Injection 40 mg in 0.8 mL pre-filled syringe (Humira) (Diff. Max. Rpts)

Adalimumab, Injection 40 mgin 0.8 mL pre-filled pen (Humira)

Donepezil hydrochloride, Tablet 5 mg (Aricept)

Donepezil hydrochloride, Tablet 10 mg (Aricept)

Etaner cept, Injection set containing 4 vials powder for injection 25 mg and 4 pre-filled syringes solvent
1mL (Enbrel)

Etaner cept, Injection set containing 4 vials powder for injection 25 mg and 4 pre-filled syringes solvent
1 mL (Enbrel) (Diff. Max. Rpts)

Etaner cept, Injection set containing 4 vials powder for injection 50 mg and 4 pre-filled syringes solvent
1mL (Enbrel)

Etaner cept, Injection set containing 4 vials powder for injection 50 mg and 4 pre-filled syringes solvent
1 mL (Enbrel) (Diff. Max. Rpts)

Etaner cept, Injections 50 mg in 1 mL single use pre-filled syringes, 4 (Enbrel)

Etaner cept, Injections 50 mg in 1 mL single use pre-filled syringes, 4 (Enbrel) (Diff. Max. Rpts)
Galantamine hydrobromide, Capsule 8 mg (base) (prolonged release) (Reminyl)

Galantamine hydrobromide, Capsule 16 mg (base) (prolonged release) (Reminyl)

Galantamine hydrobromide, Capsule 24 mg (base) (prolonged release) (Reminyl)

Gefitinib, Tablet 250 mg (Iressa)

Pemetrexed disodium, Powder for 1.V. infusion 100 mg (base) (Alimta)

Pemetrexed disodium, Powder for 1.V. infusion 500 mg (base) (Alimta)

Rivastigmine hydrogen tartrate, Capsule 1.5 mg (base) (Exelon)

Rivastigmine hydrogen tartrate, Capsule 3 mg (base) (Exelon)

Rivastigmine hydrogen tartrate, Capsule 4.5 mg (base) (Exelon)

Rivastigmine hydrogen tartrate, Capsule 6 mg (base) (Exelon)

Rivastigmine hydrogen tartrate, Ora solution 2 mg (base) per mL, 120 mL (Exelon)

Sevelamer hydrochloride, Tablet 800 mg (Renagel)



From:
8425K

To:
8425K

From:
8426L

To:
8426L

8731M
8598M

8511Y

2751T
2752W
1968N
1969P

1970Q

Alterations — Notes

Cetuximab, Solution for 1.V. infusion 100 mg in 20 mL (Erbitux)
Cetuximab, Solution for I.V. infusion 100 mg in 50 mL (Erbitux)
Cetuximab, Solution for 1.V. infusion 500 mg in 100 mL (Erbitux)

Alterations — Item Description

Oestradiol and oestradiol with norethister one acetate, Pack containing 4 transdermal patches oestradiol
4.33 mg (releasing approximately 50 micrograms per 24 hours) and 4 transdermal patches oestradiol with
norethisterone acetate 620 micrograms-2.7 mg (releasing approximately 50 micrograms- 140 micrograms
per 24 hours) (Estalis sequi 50/140)

Oestradiol and oestradiol with norethister one acetate, Pack containing 4 transdermal patches
oestradiol 780 micrograms (releasing approximately 50 micrograms per 24 hours) and 4 transdermal
patches oestradiol with norethisterone acetate 620 micrograms-2.7 mg (rel easing approximately

50 micrograms-140 micrograms per 24 hours) (Estalis sequi 50/140)

Oestradiol and oestradiol with norethister one acetate, Pack containing 4 transdermal patches oestradiol
4.33 mg (releasing approximately 50 micrograms per 24 hours) and 4 transdermal patches oestradiol with
norethisterone acetate 510 micrograms-4.8 mg (rel easing approximately 50 micrograms- 250 micrograms
per 24 hours) (Estalis sequi 50/250)

Oestradiol and oestradiol with norethister one acetate, Pack containing 4 transdermal patches
oestradiol 780 micrograms (releasing approximately 50 micrograms per 24 hours) and 4 transdermal
patches oestradiol with norethisterone acetate 510 micrograms-4.8 mg (rel easing approximately

50 micrograms-250 micrograms per 24 hours) (Estalis sequi 50/250)

Alterations — Maximum Quantity

From To
M esalazine, Tablet 500 mg (enteric coated) (Salofalk) 100 200
M esalazine, Sachet containing granules, 500 mg per sachet (Salofalk) 100 200

Alterations — Manufacturer's Code

From To
Alendronate sodium, Tablet equivalent to 70 mg alendronic acid (APO-Alendronate) GX TX
Amlodipine, Tablet 5 mg (as besylate) (APO-Amlodipine) GX TX
Amlodipine, Tablet 10 mg (as besylate) (APO-Amlodipine) GX TX
Quinapril hydrochloride, Tablet 5 mg (base) (APO-Quinapril) GX TX
Quinapril hydrochloride, Tablet 10 mg (base) (APO-Quinapril) GX TX
Quinapril hydrochloride, Tablet 20 mg (base) (APO-Quinapril) GX TX

SECTION 100 — HIGHLY SPECIALISED DRUGS PROGRAM

9625N

9626P
9627Q
9624M

ADDITIONS

Additions — Items

Cinacalcet hydrochloride, Tablet 30 mg (base) (Sensipar)

Cinacalcet hydrochloride, Tablet 60 mg (base) (Sensipar)
Cinacalcet hydrochloride, Tablet 90 mg (base) (Sensipar)
Natalizumab, Solution concentrate for 1.V. infusion 300 mg in 15 mL (Tysabri)



9629T

6450L

9602J
9603K
6291D
6126K
6292E
6127L
6456T
6496X
6210W
6211X
6212Y
6213B
6246R
6253D

6218G
6219H
6254E

6255F

6271C
6257H
6363X
6439X
6449K

9620H

Raltegravir potassium, Tablet 400 mg (base) (Isentress)
ALTERATIONS

Alterations - Restrictions

Adefovir dipivoxil, Tablet 10 mg (Hepsera)

Entecavir monohydr ate, Tablet 0.5 mg (Baraclude)

Entecavir monohydrate, Tablet 1 mg (Baraclude)

Filgrastim, Injection 300 microgramsin 0.5 mL single use pre-filled syringe (Neupogen)

Filgrastim, Injection 300 microgramsin 1 mL (Neupogen)

Filgrastim, Injection 480 microgramsin 0.5 mL single use pre-filled syringe (Neupogen)

Filgrastim, Injection 480 microgramsin 1.6 mL (Neupogen)

Iloprost trometamol, Solution for inhalation 20 micrograms (base) in 2 mL (Ventavis)

Infliximab, Powder for I.V. infusion 100 mg (Remicade)

Interferon alfa-2a, Injection 3,000,000 i.u. in 0.5 mL single dose pre-filled syringe (Roferon-A)
Interferon alfa-2a, Injection 4,500,000 i.u. in 0.5 mL single dose pre-filled syringe (Roferon-A)
Interferon alfa-2a, Injection 6,000,000 i.u. in 0.5 mL single dose pre-filled syringe (Roferon-A)
Interferon alfa-2a, Injection 9,000,000 i.u. in 0.5 mL single dose pre-filled syringe (Roferon-A)
Interferon alfa-2b, Solution for injection 10,000,000 i.u. in 1 mL single dose via (Intron A)
Interferon alfa-2b, Solution for injection 18,000,000 i.u. in 1.2 mL multi-dose injection pen (Intron A
Redipen)

Interferon alfa-2b, Solution for injection 18,000,000 i.u. in 3 mL single dose via (Intron A)
Interferon alfa-2b, Solution for injection 25,000,000 i.u. in 2.5 mL single dose via (Intron A)
Interferon alfa-2b, Solution for injection 30,000,000 i.u. in 1.2 mL multi-dose injection pen (Intron A
Redipen)

Interferon alfa-2b, Solution for injection 60,000,000 i.u. in 1.2 mL multi-dose injection pen (Intron A
Redipen)

Lamivudine, Oral solution 5 mg per mL, 240 mL (Zeffix)

Lamivudine, Tablet 100 mg (Zeffix)

Pegfilgrastim, Injection 6 mgin 0.6 mL single use pre-filled syringe (Neulasta)

Peginterferon alfa-2a, Injection 135 microgramsin 0.5 mL single use pre-filled syringe (Pegasys)
Peginterferon alfa-2a, Injection 180 microgramsin 0.5 mL single use pre-filled syringe (Pegasys)

Sevelamer hydrochloride, Tablet 800 mg (Renagel)

Alterations — Notes

Bosentan monohydrate, Tablet 62.5 mg (base) (Tracleer)

Bosentan monohydrate, Tablet 125 mg (base) (Tracleer)

Epoprostenol sodium, Powder for 1.V. infusion 500 micrograms (base) with 1 vial diluent 50 mL
(Flolan)

Epoprostenol sodium, Powder for 1.V. infusion 1.5 mg (base) with 2 vias diluent 50 mL (Flolan)
Iloprost trometamol, Solution for inhalation 20 micrograms (base) in 2 mL (Ventavis)

Sildenafil citrate, Tablet 20 mg (base) (Revatio)

Sitaxentan sodium, Tablet 100 mg (Thelin)

SECTION 100 — HUMAN GROWTH HORMONE PROGRAM

9628R

ADDITIONS
Additions — Item

Somatropin (recombinant human growth hormone), Injection 0.6 mg (1.8 i.u.) with diluent in single
use syringe (without preservative) (Genotropin MiniQuick)



ADVANCE NOTICES

Advance Notices - Deletion of Items

The following items will be deleted from the Schedule of Pharmaceutical Benefits on 1 August 2008:
Items discontinued by the manufacturer —

9002T Benzathine penicillin, Powder for injection 900 mg (1,200,000 i.u.) (Pan Benzathine Benzyl penicillin)

5252K Benzathine penicillin, Powder for injection 900 mg (1,200,000 i.u.) (Pan Benzathine Benzyl penicillin)
(Dental)

9003w Benzathine penicillin, Powder for injection 900 mg (1,200,000 i.u.) (Pan Benzathine Benzylpenicillin)

The following item will be deleted from the Highly Specialised Drugs Program on 1 August 2008:
Item discontinued by the manufacturer —

6199G Saquinavir mesylate, Capsule 200 mg (base) (Invirase)

The following item will be deleted from the Schedule of Pharmaceutical Benefits on 1 September 2008:
Item discontinued by the manufacturer —

1351D Dipivefrine hydrochloride, Eye drops 1 mg per mL (0.1%), 10 mL (Propine)

Advance Notices — Deletion of Brand

The following brand will be deleted from the Schedule of Pharmaceutical Benefits on 1 August 2008:
Brand discontinued by the manufacturer —

9607P APO-go, FA— Apomor phine hydrochloride, Injection 20 mgin 2 mL



RESTRICTIONS

The text of restrictions mentioned above:

Adalimumab

NOTE:

Any queries concerning the arrangements to prescribe adalimumab may be directed to Medicare Australia
on 1800 700 270 (hours of operation 8 am. to 5 p.m. EST Monday to Friday).

Written applications for authority to prescribe adalimumab should be forwarded to:

Medicare Australia

Prior Written Approval of Specialised Drugs

Reply Paid 9826

GPO Box 9826

HOBART TAS 7001

Further prescribing information is on the Medicare Australia website at www.medicareaustralia.gov.au.

NOTE:
TREATMENT OF ADULT PATIENTSWITH SEVERE ACTIVE PSORIATIC ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS)
of the biological agents (adalimumab, etanercept and infliximab) for adult patients with severe active
psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1
time. Where the term 'biological agents appears in the following NOTES and restrictions, it only refersto
adalimumab, etanercept and infliximab.

From 1 August 2006, all patients will be able to commence a 'Biological Treatment Cycle' (Cycle), where
they may trial adalimumab, etanercept or infliximab without having to meet theinitial treatment criteria,
that isthey will not need to experience a disease flare, when swapping to the aternate agent. Under these
interchangeability arrangements, within asingle Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the
PBS for continuing treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain aresponse to treatment 3 times, they are deemed
to have completed a single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised
biological therapy before they are eligible to commence another Cycle [further details are under '(5)
Re-commencement of treatment after a 5-year break in PBS-subsidised therapy' below].

The 5-year break in therapy will be measured from the date the last approval for PBS-subsidised treatment
was granted in the most recent Cycle to the date of the first application for initial treatment with a
biological agent under the new Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised
biological agent more than once. Therefore once a patient fails to meet the response criteria for any
biological agent, they must change to an alternate agent which they have not previously failed, if they wish
to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have
failed therapy fewer than 3 times within a particular treatment Cycle, as defined in the relevant restriction,
may commence afurther course of treatment within that Cycle.
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Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have
failed therapy fewer than 3 times within a particular treatment Cycle, as defined in the relevant restriction,
are eligible to commence anew Cycle.

Thereisno limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis after 1 August
2006.

(2) Initial treatment.
Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such
therapy (Initial 1); and

(i) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; and

(iii) patients wish to re-commence treatment with a specific biological agent following abreak in
PBS-subsidised therapy with that specific agent (Initia 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum
of 16 weeks of therapy for all agents except for infliximab, for which a maximum of 22 weekswill be
authorised. It is recommended that patients be reviewed in the month prior to completing their course of
initial treatment to ensure uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment 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. Where a response assessment is not submitted to
Medicare Australia within these timeframes, patients will be deemed to have failed to respond to treatment
with that biological agent.

Grandfather patients.

Applications for patients who commenced treatment with etanercept prior to 17 March 2005 or
adalimumab and infliximab prior to 16 March 2006, may apply for initial PBS-subsidised treatment as
continuing therapy under the relevant initial treatment restriction (Initial 3). These patients access the
PBS interchangeability arrangementsin the same way as new patients who have not been treated with any
biological agent prior to PBSlisting of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum

of 24 weeks of treatment for all agents. Approval will be based on the criteriaincluded in the relevant
restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may
qualify to receive up to 24 weeks of continuing treatment with that drug providing they have demonstrated
an adequate response to treatment. Patients are eligible to receive continuing biological treatment with the
same drug in courses of up to 24 weeks providing they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be
submitted to Medicare Australiano later than 4 weeks from the date that course was ceased. Where a
response assessment is not submitted to Medicare Australia within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients
may swap to an alternate biological agent without having to re-qualify with respect to either the indices of
disease severity (i.e. erythrocyte sedimentation rate (ESR) or C-reactive protein (CRP) level, and active
joint count) or the prior non-biological therapy requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving
therapy (initial or continuing) with a biological agent at the time of the application or not.



9101B
9033K
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Patients may alternate between therapy with any biological agent of their choice (1 at atime) providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(ii) they have demonstrated an adequate response to that particular biological agent if they have previously
trialed it on the PBS.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability
arrangements, it isimportant that they are assessed for response to every course of treatment approved,
within the timeframes specified in the relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should
be accompanied by the approved authority prescription or remaining repeats for the biological agent the
patient is ceasing.

(4) Baseline measurements to determine response.

Medicare Australiawill determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for
abiological agent. However, prescribers may provide new baseline measurements any time that an initial
treatment authority is submitted within a treatment Cycle 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. 20 or more active joints), response will be
determined according to areduction in the total number of activejoints.

(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subseguent treatment Cycle following a break in PBS-subsidised
biological therapy of at least 5 years, must re-qualify for initial treatment with respect to both the
indices of disease severity. Patients must have received treatment with methotrexate or sulfasalazine or
leflunomide, at an adequate dose, for a minimum of 3 months at the time the ESR or CRP levels and the
active joint counts are measured.

NOTE:
No applications for increased maximum quantities and/or repeats will be authorised.

Applications for treatment with adalimumab where the dosing frequency exceeds 40 mg per fortnight will
not be approved.

Adalimumab, Injection 40 mgin 0.8 mL pre-filled pen (Humira)

Adalimumab, Injection 40 mg in 0.8 mL pre-filled syringe (Humira)

Authority required

Initial 1

Initial PBS-subsidised treatment with adalimumab, by a rheumatologist or clinical immunologist with
expertise in the management of psoriatic arthritis, of adults who:

(1) have severe active psoriatic arthritis; and

(2) have received no prior PBS-subsidised biological treatment for this condition in this Treatment Cycle;
and

(3) havefailed to achieve an adequate response to:

(a) methotrexate at a dose of at least 20 mg weekly for aminimum period of 3 months; and

(b) sulfasalazine at adose of at least 2 g per day for aminimum period of 3 months; or

(c) leflunomide at adose of up to 20 mg daily for aminimum period of 3 months.

Patients must have had the psoriatic component of their disease confirmed by a dermatologist or by biopsy
at any time.
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If treatment with any of the above-mentioned drugs is contraindicated according to the relevant
TGA-approved Product Information, please provide details at the time of application.

If intolerance to treatment devel ops during the relevant period of use, which is of a severity to necessitate
permanent treatment withdrawal, please provide details of the degree of thistoxicity at the time of
application. Details of acceptable toxicities, including severity, can be found on the Medicare Australia
website (www.medicareaustralia.gov.au).

The following initiation criteriaindicate failure to achieve an adequate response and must be demonstrated
in al patients at the time of theinitial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein
(CRP) level greater than 15 mg per L; AND either

(i) an active joint count of at least 20 active (swollen and tender) joints; or

(i) at least 4 active joints from the following list of major joints:

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

— 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 asjoint
destruction or bony overgrowth).

If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state
the reasons why this criterion cannot be satisfied.

The authority application must be made in writing and must include:

(1) acompleted authority prescription form; and

(2) acompleted Psoriatic Arthritis PBS Authority Application - Supporting Information Form [may be
downloaded from the Medicare Australia website (www.medicareaustralia.gov.au)] which includes details
of the patient's ESR and CRP measurements and the patient's active joint count which must have been
assessed no earlier than 1 month prior to the date of application; and

(3) acopy of the signed patient acknowledgement form which isincluded in the Supporting
Information Form. Completion of this form declares that the patient understands and acknowledges
that PBS-subsidised treatment will cease if they do not demonstrate the response to treatment required
to support continuation of PBS-subsidised treatment at any assessment where a response must be
demonstrated.

Where fewer than 3 repeats are requested at the time of the initial application, authority approvals for
sufficient repeats to complete a maximum of 16 weeks of treatment may be requested by telephone by
contacting Medicare Australiaon 1800 700 270 (hours of operation 8 am. to 5 p.m. EST Monday to
Friday).

Patients who fail to demonstrate a response to treatment with adalimumab under this restriction will not be
digible to receive further PBS-subsidised treatment with this drug, in this Treatment Cycle

Authority required

Initial 2

Initial PBS-subsidised treatment with adalimumab, by a rheumatologist or clinical immunologist with
expertise in the management of psoriatic arthritis, of adults who:

(1) have a documented history of severe active psoriatic arthritis; and

(2) have received prior PBS-subsidised biological treatment for this condition in this Treatment Cycle and
are eligible to receive further biological therapy; and

(3) have not failed treatment with adalimumab during the current Treatment Cycle.

Applications for patients who have demonstrated a response to PBS-subsidised adalimumab treatment
within this Treatment Cycle and who wish to re-commence adalimumab treatment within the same Cycle
following a break in therapy, will only be approved where evidence of aresponse to the patient's most
recent course of PBS-subsidised adalimumab treatment has been submitted to Medicare Australiawithin 1
month of cessation of treatment.

Where the most recent course of PBS-subsidised adalimumab treatment was approved under either of the
initial treatment restrictions (i.e. for patients with no prior PBS-subsidised biological therapy or, under
this restriction, for patients who have received previous PBS-subsidised biological therapy), patients must
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have been assessed for response following a minimum of 12 weeks of therapy. This assessment must be
provided to Medicare Australia no later than 4 weeks from the date that course was ceased.

Where the most recent course of PBS-subsidised adalimumab treatment was approved under the
continuing treatment criteria, patients must have been assessed for response, and the assessment must be
submitted to Medicare Australia no later than 4 weeks from the date that course was ceased.

The authority application must be made in writing and must include:

(1) acompleted authority prescription form; and

(2) acompleted Psoriatic Arthritis PBS Authority Application - Supporting Information Form [may be
downloaded from the Medicare Australia website (www.medicareaustralia.gov.au)].

Where fewer than 3 repeats are requested at the time of the initial application, authority approvals for
sufficient repeats to complete a maximum of 16 weeks of treatment may be requested by telephone by
contacting Medicare Australiaon 1800 700 270 (hours of operation 8 am. to 5 p.m. EST Monday to
Friday).

Patients who fail to demonstrate a response to treatment with adalimumab under this restriction will not be
eligible to receive further PBS-subsidised treatment with this drug, in this Treatment Cycle.

Once patientsfail to respond to treatment with 3 biological agents, they are deemed to have completed
this Treatment Cycle and must cease PBS-subsidised therapy. These patients may re-commence a new
Biological Treatment Cycle after aminimum of 5 years has elapsed between the date the last prescription
for a PBS-subsidised biological agent was approved in this Cycle and the date of the first application
under the new Cycle

Adalimumab, Injection 40 mgin 0.8 mL pre-filled pen (Humira)

Adalimumab, Injection 40 mg in 0.8 mL pre-filled syringe (Humira)

Authority required

Initial 3

Initial PBS-subsidised supply for continuing treatment with adalimumab, by a rheumatologist or clinical
immunol ogist with expertise in the management of psoriatic arthritis, of adults who:

(1) have a documented history of severe active psoriatic arthritis; and

(2) were receiving treatment with adalimumab prior to 16 March 2006; and

(3) have demonstrated a response as specified in the criteriafor continuing PBS-subsidised treatment with
adalimumab.

The authority application must be made in writing and must include:

(1) acompleted authority prescription form; and

(2) acompleted Psoriatic Arthritis PBS Authority Application - Supporting Information Form [may be
downloaded from the Medicare Australia website (www.medicareaustralia.gov.au)]; and

(3) acopy of the signed patient acknowledgement form which isincluded in the Supporting
Information Form. Completion of thisform declares that the patient understands and acknowledges
that PBS-subsidised treatment will ceaseif they do not demonstrate the response to treatment required
to support continuation of PBS-subsidised treatment at any assessment where a response must be
demonstrated.

A maximum of 24 weeks of treatment with adalimumab will be authorised under this restriction.

Where fewer than 5 repeats are requested at the time of the application, authority approvals for sufficient
repeats to complete a maximum of 24 weeks of treatment may be regquested by telephone by contacting
Medicare Australiaon 1800 700 270 (hours of operation 8 am. to 5 p.m. EST Monday to Friday).

Patients who fail to demonstrate a response to treatment with adalimumab under this restriction will not be
dligible to receive further PBS-subsidised treatment with this drug, in this Treatment Cycle.

Patients may qualify for PBS-subsidised treatment under this restriction once only
Authority required
Continuing treatment
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Continuing PBS-subsidised treatment with adalimumab, by arheumatologist or clinical immunologist
with expertise in the management of psoriatic arthritis, of adults:
(1) who have adocumented history of severe active psoriatic arthritis; and
(2) whose most recent course of PBS-subsidised hiological agent for this condition in the current
Treatment Cycle was with adalimumab; and
(3) who, at the time of application, demonstrate an adequate response to treatment with adalimumab.

An adequate response to treatment with adalimumab 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:

(i) areduction in the total active (swollen and tender) joint count by at least 50% from baseline, where
baselineis at least 20 activejoints; or

(if) areduction in the number of the following major active joints, from at least 4, by at least 50%:

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

— 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 authority application must be made in writing and must include:

(1) acompleted authority prescription form; and

(2) acompleted Psoriatic Arthritis PBS Authority Application - Supporting Information Form [may be
downloaded from the Medicare Australia website (www.medicareaustralia.gov.au)].

All applications for continuing treatment with adalimumab must include a measurement of response

to the prior course of therapy. This assessment must be provided to Medicare Australia no later than 4
weeks from the cessation of that treatment course. If the application is the first application for continuing
treatment with adalimumab, it must be accompanied by an assessment of response to a minimum of 12
weeks of treatment with theinitial treatment course.

Where fewer than 5 repeats are requested at the time of the application, authority approvals for sufficient
repeats to complete a maximum of 24 weeks of treatment may be requested by telephone by contacting
Medicare Australiaon 1800 700 270 (hours of operation 8 am. to 5 p.m. EST Monday to Friday).

Patients who fail to demonstrate a response to treatment with adalimumab under this restriction will not be
digible to receive further PBS-subsidised treatment with this drug, in this Treatment Cycle.

Once patients fail to respond to treatment with 3 biological agents, they are deemed to have completed
this Treatment Cycle and must cease PBS-subsidised therapy. These patients may re-commence a new
Biological Treatment Cycle after aminimum of 5 years has elapsed between the date the last prescription
for a PBS-subsidised biological agent was approved in this Cycle and the date of the first application
under the new Cycle

Adefovir dipivoxil, Tablet 10 mg (Hepsera)

Private hospital authority required

Chronic hepatitis B in a patient who has failed antihepadnaviral therapy and who satisfies al of the
following criteria:

(1)(a) Repeatedly elevated serum ALT levels while on concurrent antihepadnaviral therapy of greater than
or equal to 6 months duration in conjunction with documented chronic hepatitis B infection; or

(b) Repeatedly elevated HBV DNA levels one log greater than the nadir value or failure to achieve a1 log
reduction in HBV DNA within 3 months, whilst on previous antihepadnaviral therapy except in patients
with evidence of poor compliance;

(2) Female patients of child-bearing age are not pregnant, not breast-feeding, and are using an effective
form of contraception.

Persons with Child's class B or C cirrhosis (ascites, varicea bleeding, encephal opathy, albumin less than
30 g per L, bilirubin greater than 30 micromoles per L) should have their treatment discussed with a
transplant unit prior to initiating therapy.
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NOTE:

Patients should have undergone aliver biopsy at some point since initial diagnosis to obtain histological
evidence of chronic hepatitis.

Patients may receive treatment in combination with lamivudine but not with other PBS-subsidised
antihepadnaviral therapy.

Calcipotriol, Scalp solution 50 micrograms per mL (0.005%), 30 mL (Daivonex)
Restricted benefit
Chronic stable plague type psoriasis vulgaris of the scalp

Cinacalcet hydrochloride, Tablet 30 mg (base) (Sensipar)
Cinacalcet hydrochloride, Tablet 60 mg (base) (Sensipar)
Cinacalcet hydrochloride, Tablet 90 mg (base) (Sensipar)

Authority required
Maintenance therapy, following initiation and stabilisation of treatment with cinacalcet, of a patient with

chronic kidney disease on dialysis who has a decrease of at |east 30% in iPTH concentrations after 6
months treatment.

NOTE:

During the titration phase, intact PTH should be monitored 4 weekly (measured at least 12 hours post
dose) and dose titrated until an appropriate iPTH concentration is achieved. During the titration phase,
approval will be limited to sufficient supply for 4 weeks treatment at atime, with doses between 30 and
180 mg per day according to the patient's response and tolerability.

During the maintenance phase, approval will be limited to provide sufficient quantity for 4 weeks
treatment up to a maximum of 6 months supply for doses between 30 and 180 mg per day according to the
patient's response and tolerability. Intact PTH should be monitored quarterly (measured at least 12 hours
post dose) and dose adjusted as necessary to maintain an appropriate iPTH concentration.

Cinacalcet hydrochloride, Tablet 30 mg (base) (Sensipar)
Cinacalcet hydrochloride, Tablet 60 mg (base) (Sensipar)
Cinacalcet hydrochloride, Tablet 90 mg (base) (Sensipar)

Private hospital authority required

Management, including initiation and stabilisation, by a nephrologist, of a patient with chronic kidney
disease on dialysis who has sustained secondary hyperparathyroidism with iPTH of at least 50 pmol per L,
not responding to conventional therapy.

NOTE:

During the titration phase, intact PTH should be monitored 4 weekly (measured at least 12 hours post
dose) and dose titrated until an appropriate iPTH concentration is achieved. During the titration phase,
approval will be limited to sufficient supply for 4 weeks treatment at a time, with doses between 30 and
180 mg per day according to the patient's response and tolerability.

During the maintenance phase, approval will be limited to provide sufficient quantity for 4 weeks
treatment up to a maximum of 6 months supply for doses between 30 and 180 mg per day according to the
patient's response and tolerability. Intact PTH should be monitored quarterly (measured at least 12 hours
post dose) and dose adjusted as necessary to maintain an appropriate iPTH concentration.

"Sustained" means the abnormality was detected on at least 2 blood samples collected over a period of 2 to
4 months.

Private hospital authority required

Management, including initiation and stabilisation, by a nephrologist, of a patient with chronic kidney
disease on dialysis who has sustained secondary hyperparathyroidism with iPTH of at least 15 pmol per L
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and less than 50 pmol per L AND an (adjusted) serum calcium concentration at least 2.6 mmol per L, not
responding to conventional treatment.

NOTE:

During the titration phase, intact PTH should be monitored 4 weekly (measured at least 12 hours post
dose) and dose titrated until an appropriate iPTH concentration is achieved. During the titration phase,
approval will be limited to sufficient supply for 4 weeks trestment at a time, with doses between 30 and
180 mg per day according to the patient's response and tolerability.

During the maintenance phase, approval will be limited to provide sufficient quantity for 4 weeks
treatment up to a maximum of 6 months supply for doses between 30 and 180 mg per day according to the
patient's response and tolerability. Intact PTH should be monitored quarterly (measured at least 12 hours
post dose) and dose adjusted as necessary to maintain an appropriate iPTH concentration.

"Sustained" means the abnormality was detected on at least 2 blood samples collected over a period of 2 to
4 months.

Cystine with carbohydrate, Sachets 4 g containing 500 mg cystine, 30 (Cystine Amino Acid Supplement)
Restricted benefit
Pyridoxine non-responsive homocystinuria

Entecavir monohydrate, Tablet 0.5 mg (Baraclude)
Private hospital authority required
Patients with chronic hepatitis B who satisfy all of the following criteria:

(2) Histological evidence of chronic hepatitis on liver biopsy (except in patients with coagulation disorders
considered severe enough to prevent liver biopsy);

(2)(a) Abnormal serum ALT levelsin conjunction with documented chronic hepatitis B infection; or
(b) Elevated HBV DNA levelsin conjunction with documented chronic hepatitis B infection;

(3) Female patients of child-bearing age are not pregnant, not breast-feeding, and are using an effective
form of contraception.

Persons with Child's class B or C cirrhosis (ascites, varicea bleeding, encephalopathy, albumin less than
30 g per L, bilirubin greater than 30 micromoles per L) should have their treatment discussed with a
transplant unit prior to initiating therapy.

NOTE:

PBS-subsidised entecavir monohydrate must be used as monotherapy.

Entecavir monohydrate, Tablet 1 mg (Baraclude)

Private hospital authority required

Patients with chronic hepatitis B who have failed lamivudine therapy and who satisfy all of the following
criteria

(1)(a) Repeatedly elevated serum ALT levels while on concurrent antihepadnaviral therapy of greater than
or equal to 6 months duration in conjunction with documented chronic hepatitis B infection; or

(b) Repeatedly elevated HBV DNA levels one log greater than the nadir value or failure to achieve a1 log
reduction in HBV DNA within 3 months, whilst on previous antihepadnaviral therapy except in patients
with evidence of poor compliance;

(2) Female patients of child-bearing age are not pregnant, not breast-feeding, and are using an effective
form of contraception.

Persons with Child's class B or C cirrhosis (ascites, varicea bleeding, encephal opathy, al