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S 1 Decision rules for information extraction of cancer drug Public Summary Documents
(PSDs)

No
Does the cancer drug PSD report
multiple clinical claims? l
Extract evidence supporting the
clinical claim.
Yes
A
Is there only one main comparator?
No
y
Yes Consider the first comparator with

completed clinical claims* as the
main comparison.

A

Did the main comparison have a
consequent PBAC decision?

Yes No

v v
Extract relevant evidence. Extract evidence where there is a
PBAC decision.

*Completed clinical claims means sponsors make clinical claims of comparative clinical
effectiveness, safety, and cost-effectiveness between proposed medicine and comparator/s.



S 2 Changes in PSDs detected by our study

2005 - 2013

2014 - 2020

Overall differences
PSD number*

Clarification of submission type (major,
minor, resubmission, etc.) *

Co-dependent submission*

Engagement of PBAC-TGA parallel
process*

Judgements of RoB for each trial from
PBAC

The sample size for each trial

Judgements of maturity of data from
PBAC*

Clinical claims in terms of comparative
clinical effectiveness and safety from
sponsor*

Judgements toward clinical claims from
PBAC

Availability of trials’ survival data*

Only for evidence with indirect
comparison

Judgements toward adjustment methods
of comparison from PBAC*

Mentioned “naive comparison” if there
is N0 common comparator*

Judgements toward transitivity
assumptions from PBAC*

Not applicable
Not always clearly stated
Not applicable

Not applicable

Not available
Not available

Not available

Have missing information in

clinical claims in
comparative safety profile.

Have missing information in

PBAC judgements, and the
judgements were briefer
than PSDs after 2014.

Some of them were not
available or redacted.

Not available

Not available

Not available

Applicable

Clearly stated in the
purpose of submission

Applicable

Applicable

Available
Available

Available

Available

Detailed and available for
all

Most of them were
available.

Available

Available

Available

* Not strictly using 2014 as a cut-off; the range of cut-off lies between 2012 - 2014



S 3 Process of identification of drug second to market

Grouping drugs with same diseases, drug pathway and lines of
therapy.

Start with other
groups again.

v
Locating the earliest listed nominated drug in the group.
Find the PBAC confirmed main comparator(s) for this nominated drug in PSD.
Drug’ targets/pathway was the Drug’ targets/pathway was
same as comparator. different from the comparator.
1St
As the comparator had the same The nominated drug is first to
the same mechanism as the > the market
nominated drug, therefore, the
nominated drug could be the 1
second/later to market.
A
Consultation with HTA Identify the second earliest
specialists. At which place did listed drug in the same class
the nominated drug enter the with the same disease.
market?
rd
3 + an 2nd
___ Abandon » Second to the market




