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Objectives: The aim of this study was to examine submissions made fo the Pharmaceutical Benefits Advisory Committee (PBAC) and assess whether the predicted financial impact
was associated with a recommendation. The second objective was to assess whether the financial and ufilization estimates for listing the proposed medicine were reliable.
Methods: Data were extracted from public summary documents of major submissions considered by the PBAC from 2012 to 2014. Information collected included whether
submissions were accepted, rejected, or deferred; estimated use; and financial impact. For those submissions that were recommended in 2012 and listed on the Pharmaceutical
Benefits Scheme (PBS) by January 2014, a comparison was made between predicted and actual use and cost in 2014, based on PBS utilization.

Results: In 2012 to 2014, the PBAC considered 142 unique major submissions; of those, 65 were recommended for listing. A higher financial cost to the government was a
statistically significant factor in predicting rejection (p = .004 for cost > AUD 30 million Australian dollars [20.7 million Euros] compared with cost-saving). Of the submissions
that were recommended in 2012 and listed by 2014, the actual use was higher than predicted for 5,/19 medications. The estimated cost was outside the predicted bracket of cost
for 10/19 medications, with 8,/19 medications having threefold underestimated expenditure, and 2/19 items having lower than predicted expenditure.

Conclusions: This study highlights that the predicted financial impact of a medication to the PBS budget is associated with a PBAC recommendation and also highlights that

predicted use may not reflect actual prescribing practices.
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The introduction of new medicines and other health technolo-
gies places considerable pressure on health budgets and gov-
ernments in developed countries (1). Health technology assess-
ment is increasingly used to assess the cost-effectiveness and
comparative clinical effectiveness of new medicines and to help
facilitate the efficient use of public resources (1).

Australia was the first country to require formal cost-
effectiveness analysis of medicines, implementing this pro-
cess in 1993. In Australia, the Pharmaceutical Benefits Scheme
(PBS), which currently lists over 4,000 medicines, aims to pro-
vide timely, reliable, and affordable access to medications for
all Australians (2;3). The primary role of the Pharmaceutical
Benefits Advisory Committee (PBAC), an expert body con-
sisting of doctors, health professionals, health economists, and
consumer representatives, is to recommend medicines to the
Minister for Health for listing on the PBS (2). The committee
considers in its deliberation of submissions the clinical need,
affordability, the scope for use beyond the practical restriction,
the incremental cost-effectiveness, the anticipated utilization,
and financial impact to the PBS (3-5). Cost-effectiveness eval-

The authors thank Ms. Gemma Hynard for the data extraction from the public summary
documents. This research received no specific grant from any funding agency, commercial, o
notfor-profit sectors.

uation is not intended as a mechanism of cost containment, but
rather, a means of ensuring value for money and maximizing
health outcomes for expenditure (3;6).

It is well known that efficacy, cost-effectiveness, severity
of illness, and burden of disease play a role in PBAC deci-
sion making (7-9). A study by Mauskopf et al. (2013) indi-
cated that the financial impact was also an important predictor
of whether a new medicine was recommended by the PBAC for
decisions made between July 2005 and November 2009 (10).
Health economists argue that considering budget impact under-
mines cost-effective allocations; however, increasing pressure
on health resources mean that policy makers need to know the
financial impact of a new technology and what resources would
be needed to implement a decision (7).

The aims of this study are to examine whether the estimated
budget impact of listing a new medicine influences the chance
of'a PBAC recommendation and to assess whether the financial
and utilization predictions provided in submissions are reliable.

METHODS

For all medicines considered by the PBAC from 2012 through
2014, we extracted information from public summary docu-
ments published by the Department of Health. We extracted
from these documents the type of submission (major or minor),
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how many times the medicine had been considered by the
PBAC previously, the nominated comparator, whether the
medication was approved for use by the Australian Therapeutic
Goods Administration, whether the medicine was provided un-
der S100 of the PBS (highly specialized medicines, injectable
chemotherapies, and other medicines supplied under alternative
arrangements), whether the clinical evidence was accepted, the
type of economic evaluation, predicted utilization and financial
impact, and the PBAC outcome (recommended, deferred, or re-
jected). The sponsor predicted the utilization and financial im-
pact values, and these are published in predefined ranges. While
some public summary documents provided the estimated num-
ber of prescriptions for the proposed medicine, the majority of
the public summary documents provided the estimated number
of patients likely to be treated with the proposed medicine.

We used three methods to analyze medicine use and budget
impact. First, for recommended, deferred, and rejected major
submissions, the predicted total cost was calculated for the fifth
year of listing, as this is generally the only annual cost estimate
provided in the public summary documents. To estimate the to-
tal predicted cost and the mean predicted cost in year 5 for the
recommended, deferred, and rejected submissions, we assigned
a mid-point estimate to each financial range reported, and esti-
mated 95 percent confidence intervals around these point esti-
mates. The cost is expressed in Australian dollars (AUD) and
Euros (EUR), using the June 2014 conversion rate of 1: 0.689.

Second, we performed a probit multivariate analysis using
STATA/SE 13.0 to ascertain whether there was an association
between the predicted financial impact of listing a medicine and
the PBAC outcome after controlling for other covariates. The fi-
nancial impact was considered in the probit model as a categor-
ical variable with “savings” as the base. Covariates used in the
model were whether Section 100 listing was requested, whether
the medicine was registered by the Therapeutic Goods Admin-
istration (TGA), whether it was a cost-minimization analysis,
whether the clinical evidence was accepted, and the year the
submission was considered.

Third, an estimate approach was used to compare the pre-
dicted use and budget impact of recommended medicines with
observed use and PBS expenditure. This analysis only included
medicines that were positively appraised or deferred by the
PBAC in 2012 and were listed on the PBS by 1 January 2014,
and for which data on use and financial estimates were avail-
able.

For the predicted use, the public summary document pro-
vided the estimated number of patients or prescriptions in the
fifth year of listing only. We defined the use for each med-
ication as the number of prescriptions per year. Where only
the predicted number of patients was provided, the predicted
number of prescriptions was based on the PBS restriction and
Australian Product Information. For medications intended for
chronic use, we assumed that patients would use ten prescrip-
tions per year. For some of the medications considered in this
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Table 1. PBAC Decisions for Items Reviewed in 2012, 2013, and 2014 and the Associ-
ated Predicted Costs

Total predicted Mean predicted

PBAC No. of cost in year 5° cost in year 5 (95% (1)

decision ~ submissions  (AUD/EUR million)  (AUD /EUR million)

Recommend 65 ~ AUD 581 ~ AUD 9.0 (AUD 1.8 - AUD 18.5)
~ EUR 400 ~EUR6.2 (EUR1.2-EUR 12.7)

Defer 13 ~ AUD 158 ~ AUD 12.1 (AUD 5.1 - AUD 19.6)
~ EUR 109 ~EUR 8.3 (EUR 3.5-EUR 13.5)

Reject 64 ~AUD 712 ~ AUD T1.1 (AUD 1.0 - AUD 19.1)
~ EUR 491 ~EUR7.6 (EUR0.7-EUR13.2)

UIf an item was predicted to be cost saving, a saving of AUD 2 (EUR 1.4) million was
assumed. If an item was predicted to have a cost of above AUD 100 (EUR 68.9) million,
a cost of AUD 150 (EUR 103.3) million was assumed.

(I, confidence interval; PBAC, Pharmaceutical Benefits Advisory Committee; AUD, Aus-
tralian dollar; EUR, Euro.

analysis, the Drug Utilization Sub-Committee published Out-
come Statements (2). Where available, the predicted number of
patients, prescriptions, and cost were extracted. The observed
or actual use of the medication was based on the number of
prescriptions in 2014 from the PBS Statistics Web site (11). If
the PBAC recommended a change in listing of an already listed
medicine, the comparison of utilization was based on the use
of the already listed item in 2014 less the utilization in the 12
months before the listing change.

The observed or actual expenditure in the first or second
year of listing of the new medicine was extracted from the PBS
Statistics Web site for 2014 (11). The same data were extracted
for 2013 and 2014 for the nominated comparator of the newly
listed item as described in the public summary documents to
assess any change in expenditure of the nominated comparator.
If expenditure on the nominated comparator decreased follow-
ing the addition of the PBAC recommended item, the net cost
of the newly listed medicine was based on the cost of the newly
listed medicine in 2014, the cost of the nominated comparator
in 2014, less the cost of the nominated comparator in the year
before listing. [f the PBAC recommendation resulted in a listing
change of a medicine already listed on the PBS, the net cost of
that medicine was based on the changes to the cost of the item
before and after listing.

RESULTS

In 2012 to 2014, the PBAC assessed 318 major and minor sub-
missions. Of the 235 major submissions, 93 were considered by
the PBAC more than once, resulting in 142 unique submissions.
Of the unique items considered, sixty-five were recommended,
thirteen deferred, and sixty-four rejected (Table 1). The total
predicted net cost to the PBS in year 5 of the recommended
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Effect and reliability of estimated financial impact

Table 2. Results of the Probit Multivariable Analysis of Major Submissions Considered by the PBAC from
January 2012 to December 2014 (n = 113)

Variable Coefficient (SE) ~ pValue ~ OR (95% (I)
Compared to costsaving:

Costneutral or < AUD 1 (EUR 0.69) millon ~ —0.925(0.62) ~ .133  0.14(0.01; 1.38)

Cost <AUD 10 (EUR 6.9) million —0.989 (052  .055 0.12(0.02;0.91)

Cost between AUD 10 (EUR 6.9)-AUD 30 —1.301(0.61)  .032 0.07 (0.01;0.70)

(EUR 20.7) million

Cost > AUD 30 (EUR 20.7) million —2.107(0.73)  .004 0.02(0.001;0.28)
Section 100 listing requested 0.141(0.33)  .667 1.17(0.39; 3.48)
TGA approved 0.697 (0.33)  .035 3.51(1.11;11.06)
Year of submission 0.337 (0.19) 075 1.86(0.98; 3.53)
Cost-minimization presented 0.329 (0.34) 327 1.75(0.56; 5.43)
PBAC accepted efficacy claims 1.129(0.30) <.001 7.20 (2.55; 20.31)

Note. The number of major submissions was lower, as not all submission reported all the covariates. Of the
142 unique major submissions, 21 did not report the financial impact in year 5. Of the remaining 121
submissions, 8 did not report the TGA status of the drug. Of the remaining 113 submissions, there were 14
with cost-savings, 14 with costneutral or costs <AUD 1 (EUR 0.7) million, 55 with cost <AUD 10 (EUR
6.9) million, 18 with cost between AUD 10 (EUR 6.9) -AUD 30 (EUR 20.7) million, 12 with costs > AUD
30 (EUR 20.7) million. The variable “financial impact” was included as a categorical variable with “savings”
as the base. The variables “Section 100 listing requested,” “TGA approved,” “Cost-minimization presented,”
“PBAC accepted efficacy claims” were dichotomous variables (=1 if yes, =0 otherwise). The variable “year
of submission” represented the year the submission was considered by the PBAC. The Log likelihood of this
model was -53.77, and the likelihood ratio Chi-square fest was 48.67.

(I, confidence interval; OR, odds ratio; AUD, Australian dollar; EUR, Euro; PBAC, Pharmaceutical Benefits

Advisory Committee; SE, standard error; TGA, Therapeutic Goods Administration.

items was approximately AUD 581 (EUR 400) million, while
the predicted cost for deferred or rejected items was approxi-
mately AUD 870 (EUR 600) million. The results of the probit
multivariable analysis are presented in Table 2.

The analysis was conducted on unique major submissions
that reported all included covariates (n» = 111). The analysis
suggested that the estimated financial impact was a statistically
significant factor for predicting whether an item would be rec-
ommended or rejected. Submissions with predicted cost above
AUD 10 (EUR 6.9) million in year 5 of listing were less likely
to be listed (p = .032 for items between AUD 10 (EUR 6.9) and
AUD 30 (EUR 20.7) million and p = .004 for items with a cost
above AUD 30 (EUR 20.7) million). In addition, whether the
medication was approved by the Therapeutic Goods Adminis-
tration and whether the PBAC accepted the efficacy claim were
significant factors for predicting if an item would be recom-
mended.

The comparative analysis of predicted versus observed use
and cost to the PBS was based on major submissions consid-
ered by the PBAC in 2012. The PBAC considered seventy-eight
major submissions in 2012, of which sixty-five were unique
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and thirteen were re-submissions (Figure 1). The PBAC recom-
mended twenty-six items, deferred six and rejected thirty-three
items.

Of the twenty-six recommended items and six deferred
items, twenty-three items were listed on the PBS by 1 January
2014 and nineteen were included in the analysis (Figure 1).
Three items (everolimus, strontium, and telaprevir) were ex-
cluded as change in expenditure data were unavailable, and one
item (dorzolamide) was excluded as the public summary docu-
ment did not provide the predicted use.

The majority of the public summary documents provided
the predicted patient numbers (Table 3). Using assumptions
about the number of prescriptions per patient, we compared the
predicted number of prescriptions in year 5 with the observed
number of PBS “services” (or prescriptions) in 2014, which
corresponded to year 1 or 2 of PBS listing. The observed num-
ber of services provided was greater than the predicted number
for five medications; for the remaining medications, the num-
ber of observed services was within the estimated bracket. The
actual use of etanercept, imatinib, mycophenolate sodium, ipili-
mumab, boceprevir, sitagliptin plus simvastatin, and dabigatran
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| 2listed (Jan 2014) |

1 no predicted use data

2 no expenditure data

y

| 1 no expenditure data |

19 included for comparison projected and actual costs ‘

Figure 1. Flow chart of all major submissions considered by PBAC in 2012; PBAC, Pharmaceutical Benefits Advisory Committee.

was at least ten times lower than the numeric value of the lowest
range (e.g., less than 10,000). While the actual number of pre-
scriptions for pazopanib was within the predicted bracket, the
Drug Utilization Sub-Committee stated in its postlisting analy-
sis that the actual number of prescriptions were approximately
triple that predicted (12).

There was no clear pattern between predicted and observed
cost to the PBS, with ten items (53 percent) having observed
costs outside their predicted budgets. Eight medications had
higher expenditure than predicted, with trastuzumab, deno-
sumab, and rivaroxaban underestimating PBS costs by at least
a factor of three. Two items, boceprivir and dabigatran, had a
lower than predicted expenditure.

DISCUSSION

In 2012 to 2014, the PBAC considered 142 unique submissions
and recommended 65 items for listing on the PBS at an esti-
mated cost of approximately AUD 581 (EUR 400) million per
year. Over the same period, sixty-four items were rejected; if
these medications were listed they potentially could have had a
yearly impact of AUD 712 (EUR 490) million. A probit anal-
ysis showed that predicted financial impact was a significant
indicator of whether an item would be recommended by the
PBAC or not, with submissions having a higher financial esti-
mate being less likely to be recommended for listing. Previous
studies of PBAC submissions by Harris (13) (which consid-
ered all major submissions from 1994 to 2004), Chim et al.
(14) (major submissions from July 2005 to March 2008), and
Mauskopf et al. (15) (submissions from July 2005 to November
2009) concur with our findings of the relationship between the
predicted financial impact of a new medicine and the chance of
recommendation when using multivariable logistic analyses. In
addition to factors identified in previous studies, such as cost-
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effectiveness and whether the clinical claim was accepted, our
study indicates that PBAC decision-making processes may be
influenced by budget impact.

The reliability of use and financial estimates provided in the
submissions was considered for all items recommended by the
PBAC in 2012 and listed on the PBS by 1 January 2014. Over-
all, the data provided in the public summary documents were
limited with regards to the predicted and actual utilization of
those medications listed. Specifically, the estimate of less than
10,000 patients per year, which was the lowest threshold re-
ported in the public summary documents, was too broad and did
not enable a reliable comparison of predicted and actual use.
The analysis showed that when individual comparisons were
made, the observed use of PBAC recommended medicines was
higher than predicted for 25 percent of the medicines and sub-
stantially lower for 35 percent of the medicines. Similar dif-
ferences were found previously in the United Kingdom (16).
A comparison of estimated and observed use of 18 NICE ap-
praised medicines in 2012 found that five of eighteen items (28
percent) had higher than predicted use, one (6 percent) had
lower, nine (50 percent) had approximately equal use to what
was expected and for three items usage was unknown (16).

According to the NICE report, the variation in the pre-
dicted and observed use of medicines may be due to several
factors, several of which are applicable to the Australian sit-
uation. First, there may be multiple indications for a single
medicine, which may inflate observed usage data (16). The
PBS does attempt, where applicable, to separate indications for
medicines with multiple uses into unique item numbers; how-
ever, some items numbers are for all indications for which the
medication is reimbursed, whereas other numbers may have
more than one associated indication. It was difficult to accu-
rately calculate the change in use for submissions that resulted
in changes to an items’ indications for which the medicine is
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Table 3. Estimated and Observed Utilization and Expenditure Data for Items Considered by the PBAC in 2012

Utilization Expenditure, AUD Million (EUR Million)
Estimated patients  Estimated Assumptions number Estimated Observed
in PSD prescriptions prescriptions per prescriptions prescriptions Estimated Observed
Medication Indication Year 5 in PSD patient ¢ Year 5 2014 Year 5 2014
Trastuzumab HER2+ breast cancer < 1,000 — Max of 52 weeks 10 <10,000 11,700 <AUD 10 AUD 38.4
scripts/patient (< EUR6.9) (EUR 26.5)
Pazopanib Advanced soft tissue — <10,000 <10,000 4,000 Cost saving AUD 9.2
sarcoma (EUR 6.3)
Bortezomib Multiple myeloma < 10,000 - 16 scripts /patient <16,000 5,900 Cost saving AUD 9.5
(EUR 6.5)
Lacosamide Epilepsy < 10,000 - Chronic treatment, 10 <100,000 10,900 Cost saving AUD 0.5
scripts/patient (EUR0.3)
Alibercept Age-related macular < 10,000 — 7 scripts year 1, 6 scripts —— <70,000 124,800 Cost saving —AUD 22.0
degeneration following years (EUR 15.2)
Etanercept Plaque psoriasis < 10,000 - Max of 6 scripts/patient  <60,000 100 < AUDT0 AUD 0.2
<18 year (<EUR6.9) (EURO.1)
[matinib Gastrointestinal < 10,000 — 3 year treatment, 10 <100,000 800 < AUDT0 AUD 3.0
stromal tumour scripts/patient (<EUR6.9) (EIR2.1)
Mycophenolate Lupus nephritis < 10,000 - Continuation rule, assume ~ <90,000 2,900 < AUDT0 AUD 0.1
sodium majority continues, 9 (<EUR 6.9) (EUR0.1)
scripts/patient
Rifaximin Hepatic < 10,000 over — chronic treatment, 10 <20,000 6,300 < AUDT0 AUD 3.0
encephalopathy 5 year scripts/patient (<EUR 6.9) (EUR2.T)
Denosumab Osteoporosis — < 10,000 <10,000 114,300 < AUDT0 AUD 29.9
(<EUR 6.9) (EUR 20.6)
Rivaroxaban Deep vein thrombosis < 10,000 — Chronic freatment, 10 <100,000 514,300 <AUD 10 AUD 42.6
scripts/patient (<EUR6.9) (EUR 29.3)
Abiraterone Metastatic < 10,000 — Until disease progression, ~ <80,000 12,300 AUDT0-AUD 30  AUD 44.4
castrate-resistant median 8 months (16) (EUR 6.9 - (EUR 30.6)
prostate cancer EUR 20.7)
Ipilimumab Stage Il /IV < 10,000 - 4 scripts/patient <40,000 2,700 AUD 60-AUD 100  AUD 85.3
melanoma (EUR 41.3- (EUR 58.8)
EUR 68.9)
Boceprevir Chronic hepatitis C < 20,000 - Max of 8 scripts/patient ~ <160,000 4,100 AUD 30-AUD 60  AUD15.9
(EUR 20.7 - (EUR11.0)

EUR 41.3)
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“The assumptions were based on the Pharmaceutical Benefits Scheme listing and / or the Australian Product Information. It was assumed that for chronic treatment a patient would receive 10 scripts per year.

PBAC = Pharmaceutical Benefits Advisory Committee; PSD = public summary document.

reimbursed, particularly for denosumab, lacosamide, and
trastuzumab, due to the multiple indications. It should be
noted that, even with this limitation, both denosumab and
trastuzumab resulted in actual use above the predicted use.

A second reason for differences between predicted and ac-
tual use is that assumptions are often based on peer reviewed
literature, data sources, or expert opinions that might not ac-
curately reflect the local circumstances (16). In addition, local
practice or circumstances of use may differ from the assump-
tions used to predict the number of patients likely to be treated.
As the Australian market is comparatively small, use of the lo-
cal population in clinical trials and studies is limited. In ad-
dition, estimates are made from data with varying degrees of
certainty, which introduces significant variation.

Some patients may not follow the expected care pathways
or may use alternative products (16). Patients may also fail
therapies or decline or withdraw from treatments. The addi-
tion of new therapies to the PBS can greatly and suddenly in-
fluence the utilization. For example, the uptake of dabigatran
for non-valvular atrial fibrillation was substantially lower than
predicted. This could be due to the listing of rivabixoran and
apixaban for this condition around the same time (2) or due to
safety concerns with dabigatran (15).

The market penetration may be lower than predicted (16).
For example, sitagliptin with simvastatin was predicted to have
between 10,000 and 50,000 prescriptions in year 5. In actual-
ity, 126 prescriptions were dispensed between January and July
2014 and the item was removed from the PBS. Lower effective-
ness than anticipated may also have affected lower uptake rates,
for example, tafluprost eye drops for the treatment of ocular hy-
pertension and glaucoma (17).

The actual costs for two medications (dabigatran and
bocepravir) were lower than the predicted costs due to
lower than expected prescription numbers. Four medications
(trastuzumab, denosumab, rivaroxaban, and abiraterone) had
higher actual than predicted costs. The Australian Government
previously subsidized trastuzumab for HER2 positive breast
cancer outside the PBS budget due to an unacceptably high
cost-effectiveness ratio. Cost savings from this different budget
(Herceptin Program) were not publicly available and were ex-
cluded in our analysis. Denosumab and rivaroxaban had higher
than predicted prescription numbers resulting in higher costs.
For abiraterone, it was unclear why the cost was higher, but it
could potentially be due to longer duration of treatment in clin-
ical practice than predicted.

There are several limitations with this study. First, the
public summary documents provide only limited financial
and use information, which is in the form of broad ranges
for both patient and prescription numbers. Most concerning
was the broad range used for the lower threshold (less than
10,000 patients). For diseases with small patient numbers, for
example, plaque psoriasis in children under the age of 18
years (etanercept), lupus nephritis (mycophenolate sodium) or
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gastrointestinal stromal tumor (imatinib) the impact was diffi-
cult to assess. The use of broad ranges limits the transparency
of the PBAC decision-making process as it provides too limited
information on the number of patients potentially benefitting
from new medications.

Second, the analysis only included medicines recom-
mended by the PBAC in 2012 and compared the predicted year
5 values with observed utilization and cost from 2014, which
corresponded to year 1 or 2 of listing. Although it would be
more accurate to compare predicted year 5 data with actual
year 5 data, changes to restrictions, additional recommenda-
tions, and emerging safety issues mean the PBS environment
is continually evolving and obtaining meaningful longer-term
data is difficult.

Third, the use of the nominated comparator in the calcula-
tion of observed cost for some of the items may not reflect the
actual cost. In our analyses, we considered only substitution
with the nominated comparator, rather than the whole therapy
group. A further limitation was that the observed expenditure
(using PBS data) may not reflect total government spending due
to special pricing arrangements such as risk sharing arrange-
ments. Risk sharing arrangements can be negotiated between
the Department of Health and the sponsor after recommenda-
tion by the PBAC. These arrangements help maintain the ap-
propriateness and cost-effectiveness of a listed medicine, and
may involve a price volume agreement, whereby the sponsor
agrees to reduce the price of a medicine by a certain percentage
once utilization has reached an agreed limit (2). This occurs by
means of a rebate process, with rebates not captured in the PBS
data (2).

Additionally, another limitation was that the cost per
quality-adjusted life-year (QALY) was not included in the
probit model. The cost per QALY has been shown to be
an important factor for PBAC decision making (14;15).
Furthermore, there may be a correlation between a higher
cost per QALY and higher estimated financial impacts, and
this correlation may have confounded the association ob-
served between the estimated financial impact and the PBAC
decision.

CONCLUSIONS

We showed that a higher predicted financial impact is asso-
ciated with a lower rate of PBAC recommendation, which
might indicate that PBAC decision making is influenced by
this factor. While the predicted financial impact might in-
fluence the likelihood of a recommendation, the predicted
use may not reflect actual prescribing. This is a con-
cern, especially when the PBAC includes the financial es-
timates to make recommendations regarding reimbursement.
For other jurisdictions, e.g., lower or middle income coun-
tries, who may not have access to cost-effectiveness informa-
tion, this may be of an even larger concern as the decision-
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making process would rely primarily on the predicted financial
impact.

A concern with the publicly available data is that the data
are categorized in such a way that the comparison between pre-
dicted and actual utilization is not overly informative. However,
the available data do raise concerns about differences between
the predicted and actual use and cost of newly listed medica-
tions. It is essential that the manner in which the predicted use
of medicines is calculated is as robust as possible, and provided
in the public arena so that the general public can validate the
number of patients likely to benefit from the new treatments
recommended by the PBAC.
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