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Please address all correspondence to:

PEPA
E1S) 5Ly General Pricing Matters

Pharmaceutical Benefits %ﬁ;"s‘gm
Pricing Authority GPO Box 9848
Canberra ACT 2601
Chairman Phone: (02) 6289 7779
Michael Roche Fax:  (02) 6289 8633

Minister The Hon Nicola Roxon MP
Minister for Health and Ageing
Parliament House

CANBERRA ACT 2600

Dear Ms Roxon

I present herewith the twenty-third annual report of the Pharmaceutical Benefits Pricing
Authority on the operations of the PBPA, and on the PBPA’s interpretation of its operating
guidelines for the year ended 30 June 2010.

This report is made in accordance with the requirement of sub-section 34C(2) of the Acts
Interpretation Act 1901, that in the absence of specific requirements to the contrary, an
annual report should be furnished to you as soon as practicable after the end of the report
period.

Yours sincerely

SV

Michael Roche
Chair
2010
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PREFACE

This is the twenty-third annual report of the Pharmaceutical Benefits Pricing Authority covering the
operations of the PBPA for the year ended 30 June 2010.

Tabling requirements

Itis a requirement of sub section 34C(3) of the Acts Interpretation Act 1901, that in the absence of
specific requirements to the contrary, the annual report shall be laid before each House of the Parliament
within 15 sitting days of that House after the day on which the Minister receives the report.

Structure of report

The report is divided into six chapters:

chapter 1 provides basic information about the PBPA's genesis, membership and financial
arrangements;

chapter 2 addresses the factors considered by the PBPA for pricing of pharmaceutical benefits
made available under the Government’s Pharmaceutical Benefits Scheme administered by the
Department of Health and Ageing;

chapter 3 contains information on the different pricing policies;
chapter 4 addresses information on PBS Reforms;
chapter 5 contains information on the Highly Specialised Drugs program; and

chapter 6 contains related tables, figures and acronyms.
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CHAPTER1

Pharmaceutical Benefits Pricing Authority

The Pharmaceutical Benefits Pricing Authority (PBPA) is an independent non-statutory body established
in 1988 which is required to:

review the prices of products supplied under the Pharmaceutical Benefits Scheme (PBS) and,
since 2006, the vaccines on the National Immunisation Program (NIP); and

recommend prices for new items that are recommended for listing on the PBS and, since 2006,
the NIP

Membership

The PBPA'S membership for the 2009-2010 financial year was:
Chair Mr Michael Roche

Industry nominees Dr Brendan Shaw — as the nominee of Medicines Australia
Ms Kate Lynch — as the nominee of the Generic Medicines Industry Association

Consumer nominee  Ms Jo Watson — as the nominee of the Consumers'Health Forum,
Australian Consumer’s Association and Australian Federation

of AIDS Organisations
Department of Ms Felicity McNeill — appointed with effect from February 2010
Health and Ageing Ms Linda Jackson — immediate previous member
Representatives
Department of Mr Peter Chesworth

Innovation, Industry,
Science and Research
Representative
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Meetings

The PBPA met four times during the 2009-2010 financial year. The type and date of these meetings
were as follows:

Type of Meeting Date

Reqular 19 August 2009
Special joint meeting with PBAC 22 September 2009
Reqular 16 December 2009
Regular 21 April 2010

Co-ordination to achieve timely outcomes

The three regular scheduled meetings were coordinated with meetings of the Pharmaceutical Benefits
Advisory Committee (PBAC) so that the PBAC outcomes can be dealt with as soon as possible, consistent
with the need to collect pricing information.

Financial arrangements

The Department of Health and Ageing budget, in addition to financing the PBS, provides funds for:

the fees and expenses incurred by the Chairman and consumer nominee, in accordance
with determinations made from time to time by the Remuneration Tribunal;

the day to day operations of dealing with pricing matters under the Scheme; and

the costs of associated meetings, seminars and other related expenses.

Pharmaceutical Benefits Pricing Authority



PBPA Operating Costs

For the year ended 30 June 2010 the PBPA operating costs were:

PBPA operating costs Total costs $
Direct costs including Chairman’s and consumer nominees' expenses 17,427
Departmental Salaries 500,768
Members & secretariat travel and allowances 1914
Administrative costs 4,662
Total costs 524,771
Secretariat Support

The PBPA is serviced by a Secretariat staffed within the Pharmaceutical Evaluation Branch of the
Department of Health and Ageing.

The PBPA supports best management practice in communicating with Responsible Persons and other
interested parties to make the PBPA' decisions and decision making processes as transparent as possible,
subject to the confidences in which certain commercially sensitive information must be held.

Consultation with respective Secretariat staff on the interpretation of the PBPA's guidelines, practices and
procedures is encouraged to ensure that all interested parties gain a clear understanding of those matters
and have the maximum opportunity to make their views known to the PBPA.

Annual Report 2009-2010 3



CHAPTER 2

Pharmaceutical Benefits Scheme

The PBPA, along with the PBAC and its sub committees, evaluate all submissions from sponsors for
the listing and pricing of drugs on the Pharmaceutical Benefits Scheme. While the PBAC s a statutory
committee that assesses the clinical benefit and cost effectiveness of drugs, the PBPA is a non statutory
committee that recommends prices of drugs for PBS listing purposes.

The PBPA' objective in reviewing prices of items listed under the PBS is to secure a reliable supply of
pharmaceutical products at the most reasonable cost to Australian taxpayers and consumers, consistent
with maintaining a sustainable pharmaceutical industry in Australia.

Under its terms of reference the PBPA is required to determine or recommend to the Minister for
Health and Ageing prices of items listed as pharmaceutical benefits or recommended by the PBAC
for listing. The Secretariat also conducts negotiations with Responsible Persons, where necessary,
on proposed prices.

Factors considered by the PBPA

In reviewing the price of listed items and in considering the price of items recommended for listing,
the PBPA takes account of the following factors:

a)  PBAC comments on clinical and cost effectiveness aspects of items;
b) the prices of alternative brands of a drug;

) comparative prices of items containing drugs in the same Anatomical Therapeutic Classification
(ATC) Group;

d) costs information, when provided by the Responsible Person or estimated by the PBPA;

e) prescription volumes, economies of scale and other factors such as expiry dates, storage
requirements, product stability and special manufacturing requirements;

*Factor (f) is no longer taken into consideration by PBPA when determining prices.
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g) prices of items containing the drug in reasonably comparable overseas countries;
h)  other relevant factors which the applicant company may wish the PBPA to consider; and
i) any directions of the Minister.

Price adjustments for items require the approval of the Minister for Health and Ageing.

Establishing prices for new listings

For new or extended listings recommended by the PBAC, the PBPA may advise the price to be negotiated
by the Department of Health and Ageing. The PBAC recommendation, based on economic evaluations
considered by the Economics Sub Committee, is a major consideration in determining initial prices.

Increasingly, the PBPA considers deeds of agreement containing risk sharing arrangements to contain
overall costs of drugs on the PBS and to manage the financial risks to the Government resulting from
uncertainty about drugs utilisation.

At 30 June 2010 there were 90 deeds of agreement in place or in development.

A comprehensive overview of the different pricing methods used by the PBPA, including cost plus
method, reference pricing and different types of risk sharing arrangements, are provided in the PBPA's
Policies, Procedures and Methods manual. This manual is available on the Department of Health and
Ageing’s website.
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High Cost Medicines

All proposed listings with a predicted net cost to the PBS in excess of $10 million per annum in at
least one of the first four years of listing must be considered by Cabinet. This means that, where the
Department of Health and Ageing, in consultation with the Department of Finance and Derequlation,
has estimated the cost of a proposed new listing or extension to listing as being above this threshold,
(abinet consideration will be required before the listing can be finalised.

The following products expected to cost more than $10 million per annum had their listing extended
or were newly listed in 2009-2010:

Bevacizumab (Avastin®) for the treatment of metastatic colorectal cancer (also known as bowel
cancer) was listed on 1 July 2009. Avastin has been shown to extend survival by up to four
months; and

Lenalidomide (Revlimid®) for the treatment of multiple myeloma (cancer of the bone marrow)
was listed on 1 November 2009. Revlimid has been shown to extend survival by 11 months.

Reviewing prices for existing items

The main mechanisms used by the PBPA for reviewing prices of pharmaceutical benefits supplied through
the PBS are:

reference pricing, i.e. comparing the prices of products that are considered by the PBAC to
produce similar health benefits: or, where this is not available;

on the basis of further cost effectiveness justification by the Responsible Person to the PBAC;
and/or

a margin on the cost of manufacture, or landed cost.

These mechanisms are outlined in the PBPA Policies, Procedures and Methods Manual on the Department
of Health and Ageing’s website.

The PBPA may also request additional data from Responsible Persons, including drug utilisation data,
50 that relevant treatment costs can be independently calculated.

The Weighted Average Monthly Treatment Cost (WAMTC) methodology is a form of reference pricing
that is outlined in the WAMTC manual. This can also be found on the Department of Health and
Ageing’s website.

Pharmaceutical Benefits Pricing Authority



Therapeutic Relativities

The PBPA issues relativity sheets that identify the basis of pricing comparisons between therapeutically
similar products. These are mainly based on the advice from the PBAC. If necessary, clarification can be
obtained from the Secretariat, and the relativities may be changed by the presentation of further data
to the PBAC. The therapeutic relativity sheets can be found at http://www.pbs.gov.au.

The PBPA reviews annually the price of each drug listed in the Schedule of Pharmaceutical Benefits by
ATC groupings. Responsible Persons are asked to submit cost and other data that they wish the PBPA
to consider in reviewing product prices.

The ATC groups and the PBPA meetings at which they were reviewed are as follows:

ATC Code Major Group PBPA Meeting
D Dermatologicals 19 August 2009
M Musculoskeletal system 19 August 2009
N Nervous system 19 August 2009
p Antiparasitic products 19 August 2009
Section 100 items 19 August 2009
A Alimentary tract & metabolism 16 December 2009
S Sensory organs 16 December 2009
V Various 16 December 2009
H Systemic hormonal preparations,
excluding sex hormones 16 December 2009
J General antiinfectives for systemic use 16 December 2009
B Blood & blood forming organs 21 April 2010
C (ardiovascular system 21 April 2010
L Antineoplastics & immunomodulating agents 21 April 2010
R Respiratory system 21 April 2010
G Genito urinary system & sex hormones 21 April 2010

Annual Report 2009-2010
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Results of ATC group reviews

Product review results 2007-2008 2008-2009 2009-2010
Number of brands reviewed 3,467 3,844 4172
Number of brands for which price 372 466 432
applications were received 10.73% 12.12% 10.35%
Number of brands for which price 138 160 71
increases were granted 3.98% 4.16% 1.70%
Number of vaccines for which price 3 3 1
applications were received™

Number of vaccines for which price 1 0 0
increases were granted

PBAC recommendations

Recommendations and listings 2007-2008 2008-2009 2009-2010
Number of items recommended 54 146 124
for listing by the PBAC

Section 100 (based on PBAC 14 1 22
meetings held in each

financial year, including strengths)

Number of items listed 179 112 98
Section 100 (based on new 14 10 21
items listed in the PBS Schedule)

Number of vaccines recommended 4 ] 4
for listing by the PBAC on the

National Immunisation Program*

Estimate of additional cost of drugs $193.3 million $154.3 million ~ $107.1 million***

for new or extensions to listings**
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* The PBPA assumed responsibility for pricing vaccines in December 2006.

** Values are estimated net costs to the PBS and Repatriation Pharmaceutical Benefits Scheme (RPBS) for the financial year
for each drug listed on the PBS between 1 July 2009 and 30 June 2010. Note that drugs are listed at stages throughout
the year so the value is not the estimated cost to the PBS and RPBS for the full 2009-2010 financial year.

***$23.3 million of this value is for drugs that were not considered by the Cabinet.

Estimated cost of price  existing

The general price increases granted to Responsible Persons in 2009-2010 are collectively estimated to
add $1.74 million to the cost of the PBS in a full year based on the latest available 12 months prescription
volume for each item at the time of review. Further detail can be found at Table 1: Pharmaceutical
Benefits Scheme — Summary of ATC Group Reviews for 2009-2010, beginning at page 25 of this report.

Cost of the Pharmaceutical Benefits Scheme

The total cost of the PBS for 2009-2010 was $8,342.03 million. This comprised $5,602.70 million

for persons covered by concession cards, and $1,506.95 million for general patients not covered by
concession cards. Other PBS expenditure was $1,232.38 million, which includes expenditure on other
categories including Highly Specialised Drugs, Doctor’s Bag and Safety Net Card Supply. In addition, there
was PBS revenue of $14.31 million which has not been included in the above PBS total cost.

Cost to Government

Processed script (excludes patient

numbers contributions)

Category (# million) (S million)

General 25.99 1,506.95

Concessional 157.59 5,602.70

PB Other * 1,232.38

Total 183.58** 8,342.03

Revenue HHx -14.31

Total (incl. revenue) Frx 832172
* PB Other contains diverse programs. The majority of data are collected by the State Governments and script volume is

unavailable.
** Does not include Doctor's Bag (0.33 million).
**% - Script numbers do not apply to PBS revenue.

Note: For the general public, where a pharmaceutical benefit has a dispensed price below the general patient contribution
(that is, below $33.30), the consumer pays the full amount. The above figures do not include these amounts.
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Effects of price adjustments

Prices or price adjustments determined or recommended by the PBPA have an impact on:
Responsible Persons through adjusted selling prices;
wholesalers through the margin on the prices of products to pharmacist;
pharmacists through the mark-up on wholesale prices;

hospitals dispensing highly specialised drugs to community-based patients through the special
distribution arrangements provided for under Section 100 of the National Health Act 1953; and

consumers and taxpayers that, either directly or indirectly, bear part or all of the cost of items
dispensed under the PBS.

The prices set by the PBPA cover not only subsidised products, but also products listed in the Schedule
priced below the maximum co-payment for general patients. The co-payment for general patients for
the period of the report was $32.90 changing to $33.30 effective 1 January 2010, while the concessional
co-payment was $5.30 changing to $5.40 on 1 January 2010.

Pharmaceutical Benefits Pricing Authority



CHAPTER 3

Special Patient Contributions (SP()

Special patient contributions may apply when a manufacturer and the Government cannot agree about
the price of a product listed on the PBS. In these cases, the product continues to be listed on the PBS, but
patients pay an amount in addition to the standard patient co-payment. These additional amounts are
paid to the Responsible Person, not to the Government.

The advantage of special patient contributions is that patients are not denied subsidised access to the
drugs altogether, increasing the treatment options available for doctors and patients. There are provisions
to exempt special patient contributions in certain clinical circumstances.

There are three types of special patient contributions, which are discussed below.

Brand Premium Policy

The Brand Premium Policy was introduced in December 1990, at the request of the pharmaceutical
industry. The policy allows Responsible Persons to set their own prices on PBS listed brands in particular
circumstances. It applies mainly to drugs which are no longer under patent.

The policy operates where there are a number of clinically equivalent brands available. The Government
subsidises each of the available brands to the level of the lowest priced brand. Responsible Persons of
other brands are able to set a price higher than the price of the lowest priced brand. Patients then pay the
difference between the price of the lowest priced brand and the price of the brand which is dispensed to
them — this is known as the brand premium.

The brand premium is not paid to the Government. The Responsible Person receives the benefit of the
brand premium paid.

The principle is that there should always be available at least one clinically equivalent brand without
a brand premium. Unless the prescribing doctor or dentist has specifically indicated otherwise on the
prescription, a pharmacist can dispense another brand of the same medicine at the patient’s request.
In this way, patients can avoid paying a brand premium.

In the year ending 30 June 2010, 303 of the approximately 3,800 brands listed on the PBS during that
year attracted a brand premium. Brand premiums ranged from $0.08 to $75.30.

Annual Report 2009-2010 11
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Therapeutic Group Premium Policy
The Therapeutic Group Premium Policy was introduced in 1998.

The policy applies within specifically defined groups of drugs which have similar safety and health
outcomes. Within these groups, the drugs can be interchanged at the patient level. The Government
subsidises all drugs within a group to the level of the lowest priced drug. The difference in price between
the lowest priced drug and higher priced drugs within the group is called a therapeutic group premium
(TGP). The TGP is paid by the patient and goes to the Responsible Person, not to the Government.

The principle is that there is always at least one drug within each group of drugs available without a
TGP, In addition, when a patient, for a medical reason, is only able to take a drug with a premium, the
prescribing doctor can request an exemption from the premium from Medicare Australia.

As at 30 June 2010, three of the seven current therapeutic groups were affected by the Therapeutic Group
Premium Policy. These are Angiotensin Il Receptor Antagonists and Calcium Channel Blockers that are
used to treat cardiovascular disease, and the H2 Receptor Antagonists for the treatment of peptic ulcers.
The prices of items in therapeutic groups are reviewed annually, as for all drugs listed on the PBS. As at
30 June 2010, there were 117 brands of items across the three groups affected by TGP policy. Six of these
items attracted TGPs, which ranged from $2.00 to $4.35.

Other Special Patient Contributions

There are currently four drugs with special patient contributions other than brand or therapeutic group
premiums listed on the PBS. Three of these have been introduced because the companies and the Minister
could not agree on a new price when a price reduction was required by the 12.5% price reduction policy.
The fourth, bleomycin, has had a special patient contribution for a number of years.

Drug Use SPC*
Bleomycin Some cancers $428.30
Amoxycillin (paediatric drops) Antibiotic for use in children 0.6
Naratriptan Migraine $§2.78
Zolmitriptan Migraine §2.76

*

The Government has ensured that patients will not be financially disadvantaged. The treating doctor can seek an
authority from Medicare Australia to waive this type of special patient contribution where there is no clinically suitable
alternative listed on the PBS at the benchmark price. Doctors are encouraged to seek a waiver whenever appropriate so
that patients are not financially disadvantaged. Bleomycin is the only drug for which the SPC cannot be waived.

Pharmaceutical Benefits Pricing Authority



Brand Substitution

Since 1 December 1994 there has been a policy of brand substitution. Under the policy, a pharmacist
can substitute a brand other than that prescribed by the patient’s doctor without reference back to the
prescriber. This practice is only allowed in cases where the brand to be substituted is equivalent to that
prescribed by the doctor.

Equivalent brands are shown in the Schedule of Pharmaceutical Benefits as having been demonstrated
to be bioequivalent or therapeutically equivalent or that justification for not needing bioequivalence

or therapeutic equivalence data has been provided to and accepted by the Therapeutic Goods
Administration. If other brands are not shown in this way it does not imply that they are not equivalent,
but simply that it is unknown whether or not they are equivalent.

Since T May 1999 Responsible Persons have been able to vary claimed prices (brand premiums) or reduce
approved prices to pharmacist without reference to the PBPA.

The following table shows the effect of brand substitution™

2006-07  2007-08 2008-09 2009-10

Number of products** 360 353 337 303

with a premium

Average brand premium §2.88 §3.03 §3.29 §3.18

Weighted average brand premium*** §1.83 §2.17 §2.10 §2.33

Brand premium range $0.09 $0.08 50.08 50.08

to $76.86 t0 $76.86 t0 $76.86 t0 $75.30

Prescriptions dispensed with a brand 279 25.2 19.9 16.7

premium during the year (million)

Prescriptions dispensed at the 527 530 56.7 512

benchmark level during the year

(million)

Percentage at the benchmark level 65% 68% 74% 75%

Products™* at the benchmark price 1089 1183 1292 1271

* Figures only include those scripts processed by Medicare Australia, so general scripts that fall under the co-payment are
not included.

** Product is defined as a unique combination of ‘brand name’and ‘form and strength’
*** Weighted average brand premium is calculated by:

scripts x premium = total premium value,

total premium value/total scripts = weighted average brand premium
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The WAMTC methodology applies to groups of drugs that are considered to be therapeutically similar by
the PBAC. Under the evidence-based approach used for the listing and pricing of drugs, it is the practice
to price these at the same level.

Each WAMTC group is reviewed annually in line with PBPA meetings and may be subject to ad hoc
reviews if a price reduction is offered by a Responsible Person of a drug in a WAMTC group.

There are two categories of drug groups to which the WAMTC methodology applies:
Therapeutic Group drugs; and

Non-Therapeutic Group drugs, where the mode of action is not necessarily the same but

the drugs have been listed on a cost minimisation basis as providing similar health outcomes.
It may be that the group could form a Therapeutic Group but has not been designated so by
a decision of the Government.

There are currently seven Therapeutic Group WAMTC groups:
H, Receptor Antagonists (H,RA) (cimetidine, ranitidine, nizatidine, famotidine);

Calcium Channel Blockers (CCB) (dihydropyridines) (amlodipine, felodipine, lercanidipine,
nifedipine);

ACE inhibitors (captopril, enalapril, fosinopril, lisinopril, perindopril, quinapril,
ramipril, trandolapril);
HMG Coenzyme A reductase inhibitors (Statins) (pravastatin and simvastatin only);

HMG Coenzyme A reductase inhibitors higher potency group (Statins-HP) — (atorvastatin
and rosuvastatin only);

Proton Pump Inhibitors (PPIs) (esomeprazole, lansoprazole, omeprazole, pantoprazole,
rabeprazole); and

Angiotensin Il Receptor Antagonists (ATRAs) (candesartan, eprosartan, irbesartan, olmesartan,
telmisartan, valsartan).

There is currently no non-Therapeutic Group WAMTC group.
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Schedule for
WAMTC Groups
WAMTC Group Drugs in WAMTC Group (PBPA meeting)
H, Receptor Antagonists (H2RA) cimetidine, ranitidine, nizatidine, April
famotidine
Calcium Channel Blockers (CCBs) amlodipine, felodipine, lercanidipine, April
nifedipine
Angiotensin Converting Enzyme captopril, enalapril, fosinopril, lisinopril, August
(ACE) inhibitors perindopril, quinapril, ramipril,
trandolapril
HMG Coenzyme A reductase pravastatin, simvastatin August
inhibitors (Statins)
HMG Coenzyme A reductase inhibitors  atorvastatin, rosuvastatin December
higher potency group (Statins-HP)
Angiotensin Il Receptor candesartan, eprosartan, irbesartan, December
Antagonists (ATRAs) olmesartan, telmisartan, valsartan
Proton Pump Inhibitors (PPIs) esomeprazole, omeprazole, lansoprazole, December

pantoprazole, rabeprazole

The ACEIs and Statins groups were reviewed in August 2009, with resultant price adjustments applied
from 1 December 2009.

The ATRAs, PPIs and Statins-HP groups were reviewed in December 2009, with resultant price
adjustments applied from 1 April 2010.

The (CBs and H2RA groups were reviewed in April 2010, with the resultant price reductions to be applied
on 1 August 2010.

Annual Report 2009-2010 15



16

12.5% Price Reduction Policy

Since October 2004, for the first new generic brand of a medicine already listed on the PBS, the
Responsible Person must offer a price reduction of at least 12.5% compared to the current lowest
priced brand.

From 1 August 2005 until 1 August 2007, 12.5% price reductions were applied administratively with
agreement from industry. During this period 67 brands received 12.5% price reductions.

Since T August 2007 the 12.5% price reductions, triggered by the first listing of a new generic brand, are
applied with statutory authority through the National Health Act 1953. In the 2009-2010 financial year
there has been three rounds of reductions, occurring in August 2009, December 2009 and April 2010
and a total of 13 new brands of drug have triggered 12.5% price reductions.

Pharmaceutical Benefits Pricing Authority
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CHAPTER 4

Pl ical Benefits Scheme (PBS) Ref

QOverview of PBS reforms as it relates to PBPA considerations

Since 1 August 2007, drugs on the PBS have been included in separate formularies:
a)  Formulary 1 (F1) which comprises drugs with only a single brand;

b)  Formulary 2 (F2) comprising drugs with multiple brands and single brand drugs that are in a
Therapeutic Group with a drug that has multiple brands.

The separation of drugs into F1 and F2 allows the Commonwealth to pay competitive prices for multiple
brand drugs without affecting the viability of single-brand drugs that do not operate in a competitive
market. This is achieved through de-linking the prices of drugs in F1 from the prices of drugs in F2 and
then applying statutory price reductions to drugs in F2.

Since 1 August 2007, price links exist between:

a) drugs in F1 where the drugs are in the same Reference Pricing Group or Therapeutic Group;

b) drugsin F2 that are members of a Therapeutic Group; and

) drugs listed on the Combination Drugs List and the individually listed component drugs (which
may bein F1or F2).

Formularies affect the ongoing pricing arrangements for drugs once they are listed. However, the

formularies are not intended to alter the current price setting practices for the listing of new drugs/items

or extensions to listings. Consequently, comparators for an unlisted drug/item may be in any formulary

and form the basis of PBAC assessment of clinical benefit and cost effectiveness of the drug, and
subsequently PBPA consideration of price.

In order to meet the requirements of the above policies, the Reference Pricing Group document which
groups drugs whose prices are linked has been amended to contain only drugs in F1 or drugs on the
Combination Drugs List.

The Department of Health and Ageing publishes the names of drugs on the formularies at
http://www.pbs.gov.au and updates the list monthly to reflect the latest version of the Schedule
of Pharmaceutical Benefits.

The Department of Health and Ageing also publishes the Reference Pricing group and Therapeutic
Relativity Sheets on a reqular basis to reflect changes in these documents.

At the time of publication of this report, there is a Bill before Parliament that, if passed, will change some
of the provisions from the 2007 PBS Reforms.
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CHAPTER 5

Program overview

In addition to the drugs available under usual PBS arrangements, a number of drugs are also made
available under alternative arrangements where the normal supply arrangements are inadequate or
where the drugs cannot be conveniently or efficiently supplied.

These alternative arrangements are provided for under Section 100 (s100) of the National Health Act
1953. One of the programs under s100 is the Highly Specialised Drugs (HSD) Program. The Australian
Government provides funding for medicines under the HSD Program.

Highly Specialised Drugs are for the treatment of chronic conditions, which, because of their clinical
use or other specialist requirements, are restricted to supply through public and private hospitals that
have appropriate specialist facilities. To prescribe these drugs as pharmaceutical benefit items, medical
practitioners are required to be affiliated with these specialist hospital units.

The Access and Systems Branch, of the Pharmaceutical Benefits Division, in conjunction with Medicare
Australia, administer the HSD Program while the process of selecting and reviewing drugs is the
responsibility of the Highly Specialised Drugs Working Party.

Subsidy for drugs under this program commences following recommendation by the Pharmaceutical
Benefits Advisory Committee (PBAC), approval by the Australian Government, and the States and
Territories accepting the offer of subsidy.

To gain access to a Government funded drug under this program, a patient must attend a participating
hospital and be a day admitted patient, a non-admitted patient or a patient on discharge. Government
subsidy is not available for hospital in-patients and funding for any in-patient use is provided by the state
in public hospitals. Patients must also be under appropriate specialist medical care, meet the specific
medical criteria and be an Australian resident in Australia (or other eligible person).

A patient will be required to pay a contribution for each supply of a Highly Specialised Drug at a similar
rate to the PBS.

Pharmaceutical Benefits Pricing Authority



Highly Specialised Drugs Working Party

The Australian Health Ministers' Advisory Council established the Highly Specialised Drugs Working Party
in 1991. The Working Party consists of representatives from each State and Territory health department,
the Australian Private Hospitals Association and the Commonwealth as chair.

The Working Party’s terms of reference are:
selecting drugs proposed for inclusion in the funding arrangements for highly specialised drugs;

referring proposed drugs with supporting information to the PBAC for consideration for listing
as pharmaceutical benefits under section 100 supply arrangements;

monitoring information on potential new highly specialised drugs which might come under the
funding arrangements;

monitoring the quality use of drugs supplied under these arrangements; and
investigating and making recommendations on procedures to monitor drugs supplied by public
hospitals under the section 100 arrangements to patients in community settings.

Program expenditure

During 2009-2010 there were 88 drugs subsidised under the HSD Program, compared to 2008-2009
when there were 83. There were five new drugs listed under the HSD Program during 2009-2010. These
new drug listings are:

1. Ambrisentan
Lenalidomide
Maraviroc

Methoxy Polyethylene Glycol-Epoetin Beta

Tenofovir Disoproxil Fumarate with Emtricitabine and Efavirenz
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The Government expenditure for 2009-2010 amounted to $880 million.

Drugs were categorised as follows':

Number of Public Private

Indications Grouping Drugs Hospital? Hospital =~ Combined
Acromegaly Agents 2 516,856,653 9,653,939 $26,510,592
Antiarthritic Agents 4 $27908541  $46,573,150  $74,481691
Bisphosphonate Agents 3 §12,933948 510,874,841 923,808,790
Haemopoietic Agents 7 $108,633930  $35,048440  $143,682,370
Hepatitis B or C Agents 10 $67,134898  $20,819,665 987,954,562
HIV/AIDS Antiretroviral Agents 26 $166,534,593 1,471,394 $168,005,986
Immunocompromised Conditions 10 $11,340,521 §427,737  $11,768,258
Immunosuppressive Agents 8§  §78432507  $14,787385  $93,219,892
Iron Overload Agents 3 11,241,506 83,673,450 $14,914,956
Malignancy Agents 5 %62087,802  $40,075,595  $102,163,397
Other Conditions 4 §74970509  $11,780,795  $86,751,303
Pulmonary Arterial Hypertension 6 $7,644885 539,840,552 $47,485,437
Agents

Grand Total 88 $645720,293  $235,026943  $880,747,234

Note: Public and private expenditure include repatriation patients.

1. Allexpenditure figures quoted in the table refer to Government expenditure, which is total cost minus the patient
co-payment. Some figures in this table are subject to final reconciliation with each state and teritory and may

change slightly.

2. 4th Quarter of public hospital expenditure is not yet available and has been forecast. In previous years some Complex
Authority Required drugs categorised in the following indications groupings; antiarthritic agents, immunosuppressive
agents and pulmonary arterial hypertension agents, prescribed in participating public hospitals have been included in
private hospital expenditure as these claims are submitted directly to Medicare Australia through a diskette claiming
system. Private hospital expenditure still contains some public hospital prescriptions claimed through community

pharmacies.
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Government expenditure based on utilisation through the HSD program in 2008-2009 was $775.8
million. In 2009-2010, expenditure totalled $880.7 million, an increase of 13.5 per cent from 2008-2009.

HSD expenditure based on utilisation in public hospitals in 2009-2010 was $645.7 million, an increase of
11.7 per cent from the 2008-2009 expenditure of $578.1 million3. Private hospital expenditure showed
anincrease of 18.9 per cent from the $197.7 million in 2008-2009 to $235.0 million in 2009-2010.

The HSD Program continues to increase at a steady rate across both public and private hospitals. The
increase in expenditure over the last few years is due to the increase in number of drugs listed on the
program and increased access and utilisation through the approval of eligible private hospitals.

3. Figures quoted in the 2008-09 PBPA Report incorrectly reported some Complex Authority Required drugs prescribed

in participating public hospitals in private hospital expenditure. In 2008-09, Private Hospital expenditure was
$197,705,713. Public expenditure was $578,094,340. Combined expenditure was $775,800,053.

The Highly Specialised Drugs — Usage G + Expenditure 1

The Highly Specialised Drugs Usage Government Expenditure chart outlines the program's Government
expenditure from 1992-1993 to 2009-2010 financial years.

HIGHLY SPECIALISED DRUGS - USAGE EXPENDITURE

Please note: 2008-2009 4th quarter data for public hospitals is forecasted and is subject to reconcilliation of expenditure
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4. All expenditure figures quoted in chart refer to Government expenditure, which is total cost minus the patient
C0-payment.
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Move from Special Purpose Payments to Commonwealth
Own Purpose Expenditure Arrangements

Prior to 1July 2009, the Commonwealth Government expenditure for HSDs was processed through two
avenues; a grants process for public hospitals, administered by the Department and a claims payment
arrangement for private hospitals, administered through Medicare Australia.

In 2008, the Council of Australian Government (COAG), in conjunction with the Department of Health and
Ageing, agreed to cease funding public patient access to HSDs through Special Purpose Payments (SPPs)
to states and territories, and fund these payments through an alternative Commonwealth Own Purpose
Expenditure (COPE) mechanism.

From 1 July 2009, payments for HSDs supplied through public hospitals moved from monthly advance
payments by the Department of Health and Ageing, to payments in arrears by Medicare Australia
following dispensing. This is consistent with the arrangements for private hospitals and community
pharmacies.

Under the transition to COPE arrangements, an offline system was initially used to process payments to
state and territory health departments. As of 1 July 2010, Medicare Australia introduced an electronic
claiming and payment process for HSDs. Public hospitals will have till the end of 2012 to implement
online claiming.

The move to an online claiming system will enable real time claiming by hospital pharmacies directly
to Medicare Australia and align the HSD program with the remainder of the PBS.

Pharmaceutical Benefits Pricing Authority



CHAPTER 6

Tables

Table 1: PBS — Summary of ATC Group reviews for 2009-2010

Table 2: PBS — Highest Cost ltems — 12 Months to 30 June 2010

Table 3: PBS — Most Prescribed Items — 12 Months to 30 June 2010

Table 4: PBS —Top 20 Responsible Persons by Total Cost for 2009-2010
(from processed PBS prescriptions)

Table 5: PBS —Top 20 Responsible Persons by Market Share (Scripts) for 2009-2010
(from processed PBS prescriptions)

Table 6(a):  PBS — Significant Drug Groups (incl Doctor’s Bag) by Highest Government Cost
— Year end June 2009 to Year end June 2010

Table 6(b):  PBS — Significant Drug Groups (incl Doctor’s Bag) by Highest Script Volume
— Year end June 2009 to Year end June 2010

Table 7(a): ~ PBS — Significant Drugs (incl Doctor’s Bag) Sorted by Highest Change to Government
(ost — Year end June 2009 to Year end June 2010

Table 7(b): ~ PBS — Significant Drugs (incl Doctor’s Bag) — Sorted by Highest Volume Change

—Year end June 2009 to Year end June 2010
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List of Acronyms and Definitions

Acronym
AIC

HSD

NIP
OECD
PBAC
PBPA
PBS

Responsible Person

RPBS
SPC
TGP
WAMTC

Full Meaning

Anatomical Therapeutic Chemical

Highly Specialised Drugs

National Immunisation Program

Organisation for Economic Co-operation and Development
Pharmaceutical Benefits Advisory Committee
Pharmaceutical Benefits Pricing Authority

Pharmaceutical Benefits Scheme

The person determined by the Minister to be the Responsible
person for a brand of pharmaceutical item. This is the

person who has notified the Minister they are, or will be,

the supplier of a particular brand of pharmaceutical item to
wholesalers, or in cases where no wholesalers are involved, to
approved pharmacists directly. The same person must be the
Responsible person for all pharmaceutical items that have that
brand. The Responsible person can be a company.

Repatriation Pharmaceutical Benefits Scheme
Special Patient Contribution
Therapeutic Group Premium

Weighted Average Monthly Treatment Cost

Pharmaceutical Benefits Pricing Authority











