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Abstract

Objectives. The Pharmaceutical Benefits Advisory Committee (PBAC) is an independent
expert body that recommends new technologies for listing on the Pharmaceutical Benefits
Scheme. Its decision-making process is evidence-based and considers a technology’s clinical
effectiveness, safety, and cost-effectiveness compared with other technologies. Since 2014,
the PBAC has formally taken into account input from those impacted by the technology
via an online consumer comments portal and has also reported on received comments in
the Public Summary Documents (PSDs). Comments are welcomed from those whose health
the technology is trying to improve, as well as carers, clinicians, and organizations. Our objec-
tive was to analyze and review consumer comments in the PBAC’s decision-making process.
Methods. We extracted information about consumer comments from the PBAC PSDs from
2014-9. We conducted simple descriptive analyses.

Results. Our findings reveal that two thirds of all submissions did not receive a single consumer
comment. Of the remaining third, eight submissions (less than 1 percent) had a substantial num-
ber of consumer comments (>500). For these technologies, multiple submissions were required
before a recommendation was issued. Submissions spanned multiple therapeutic areas, the ther-
apeutic areas with the most consumer comments were genetic disease, pediatrics, and oncology.
Conclusions. In the light of our review, we have identified limitations to the current consumer
comments process, and after an examination of the processes of other comparable health tech-
nology assessment agencies, we have identified a number of improvements that could be made
to the PBAC’s process to increase consumer engagement.

Introduction

The Pharmaceutical Benefits Scheme (PBS) was established in 1948 to provide 139 “life-saving
and disease preventing” medicines free of charge for others in the community (1). The
National Immunisation Program (NIP) was established in 1997 “to increase national immunisa-
tion coverage to reduce the number of cases of diseases that are preventable by vaccination.” (2)

The Pharmaceutical Benefits Advisory Committee (PBAC) is an independent expert body
appointed by the Australian Government. The Committee is scheduled to meet three times a
year, usually in March, July, and November (3), and extraordinary meetings are held out of
session if required (4). The primary role of the PBAC is to recommend the listing of new med-
icines on the PBS and new vaccines on the NIP. Most applications for listing are prepared and
lodged by sponsor pharmaceutical companies.

New medicines/vaccines cannot be listed on the PBS/NIP unless recommended by the
Committee. Sponsors of submissions not recommended by the PBAC may reapply (resubmission).

The PBAC’s decision-making process is evidence-based. The Committee considers the reg-
istered use of the medicine/vaccine, its clinical effectiveness, safety, and cost-effectiveness com-
pared with other treatments (3).

PBAC outcomes have progressively become more transparent: first in 1999 (recommenda-
tions published), then in 2003 (all outcomes), and again in 2005 [Public Summary Documents
(PSDs)]. The purpose of the PSDs is to “provide to the public, information pertaining to PBAC
recommendations, so that stakeholders are aware of the rationale for specific PBAC recom-
mendations, and gain an improved understanding of the overall PBS listing process.” (5)

Agendas for scheduled PBAC meetings have been published since late 2008 (November
meeting). During our study period, there was one exception of the agenda for an extraordinary
meeting being published beforehand. The published agenda primarily consists of applications
relating to the listing of a PBS medicine or a NIP vaccine. The “full" agenda is not published.
The published agenda is largely driven and determined by pharmaceutical companies (6).
During our study period, agendas were published 10 weeks before a scheduled meeting.

The commencement of the publication of the agenda for a scheduled PBAC meeting coin-
cides with the creation of an online portal for consumers to comment on agenda items.
Commentators are prompted to disclose any financial, professional, or personal interest.
Received comments are first vetted by the Department of Health. “Petitions, duplicate
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submissions from the same author, form letters (multiple copies
of the same statements of support for access), or any material
that is inappropriate in language or tone are not accepted.” (6)
Acceptable consumer comments, with identifying information
removed, are then provided to the PBAC’s consumer representa-
tives, who review and collate the comments. They then present
them as part of the Committee’s discussion of an agenda item.
Summary information on the consumer comments and their con-
sideration by the PBAC is published in some, but not all of the
PSDs (6). A consumer representative has been a member of the
PBAC for many years. A current nominee has been a member
of the PBAC for over 20 years and is the current Deputy Chair.

Publication dates of the agenda for PBAC meetings are pre-
determined and published in advance on the PBS Web site
(PBS Calendars: https://www.pbs.gov.au/info/industry/useful-
resources/pbs-calendar). Interested parties can subscribe to the
PBS News alert service; they will receive an email whenever
there is a new PBS News item, such as the publication of a
PBAC agenda (7). There are no associated departmental and/or
ministerial press releases. The publication of an agenda seldom
attracts any mainstream media coverage.

Our objective was to review and analyze the content published
in the “Consumer Comments” section of the PSDs since 2014.
Although the Committee has solicited comments from consumers
on agenda items since late 2008, the PBAC has only published
information on consumer comments in the PSDs since 2014 (5).

Methods

We examined the PBS Web site to identify all PSDs published
since 2014. PSDs associated with submissions considered at non-
scheduled PBAC meetings were not considered, as an agenda was
not published in advance of these meetings, consumers could not
provide input.

We reviewed each PSD with a particular focus on the
“Consumer Comments” section, which summarizes the nature
of the received comments. We extracted the following information
from each PSD:

o PBAC meeting date/code

o Technology (generic name)
« Sponsor/applicant

o Disease

o Submission purpose

« PBAC outcome

For these technologies and their associated indications, we also
examined the Therapeutic Goods Administration (TGA) Web site
to determine the orphan drug status (8).

These submissions were also categorized based off their thera-
peutic area. Some submissions were for medicines used in multi-
ple diseases across multiple therapeutic areas, so it was not
possible to assign a specific disease to a given submission. In
these cases, the therapeutic area was assigned to the most com-
mon category.

In relation to the consumer comments, we collected the num-
ber of comments from:

o Individuals
« Healthcare professionals
« Organizations
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Although our primary focus was on consumer comments from
individuals, we also collected additional information on com-
ments received from other stakeholders (healthcare professionals
and organizations). These data are limited and will not be dis-
cussed further. If there was no commentary in a given PSD on
consumer comments, then we assumed zero comments were
received.

The PBAC publishes one PSD per submission. Some submis-
sions were associated with more than one request [i.e., use of a
medicine in two (or more) diseases or patient populations] and
thus yielded more than one outcome. We were unable to assign
the number of consumer comments to each request outlined in
a PSD.

As some submissions do not have a PSD (including, but not
limited to those withdrawn after the publication of an agenda),
we also examined the “Outcomes” section of the PBS Web site
to ensure we identified and collected information on all PBAC
submissions and their published outcomes (9). There is a limited
commentary on consumer comments in the “Outcomes” section
of the PBS Web site.

Our objectives were to collect and analyze the consumer com-
ments by way of:

« Submission

 Time (number of comments per meeting or year)
o Therapeutic area

o Orphan drug status

+ Submission purpose

For submissions with a high number of consumer comments
(>500), we analyzed:

o Their PBAC outcomes

o All related submissions (initial submission and resubmission/s)

» Consumer comments for related medicines (same disease/phar-
macological class)

All extracted data were entered in a newly formed Excel
spreadsheet. We conducted simple descriptive analyses.

Results

The PBAC held 19 scheduled meetings during the study period
(2014-9) (Table 1).

The Committee considered 1,018 submissions during this
period, with 39 withdrawn submissions. We identified 1,057 pub-
lished PSDs; several of these were for submissions which did not
appear as a published agenda item. The results reveal a high num-
ber of missing PSDs in 2014, but much reduced thereafter.

Of the 1,057 published PSDs, 985 appeared as agenda items
with an opportunity for consumers to provide comments. Two
thirds of these had no consumer comments, over 90 percent
had less than 50, and 1 percent had over 500. We found that ini-
tial minor submissions seldom had consumer comments, whereas
consumer comments were frequently noted for minor resubmis-
sions, which usually began as major submissions.

Of the 985 submissions, 123 (12 percent) were for orphan
drugs. Half of these had no consumer comments, 84 percent
had less than 50, and less than 1 percent had more than 500.

The number of consumer comments by therapeutic area and
submission purpose also varied considerably (Table 2).
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Table 1. Scheduled PBAC meetings (2014-9)

Attribute 2014 2015 2016 2017 2018 2019 Total
Number of scheduled meetings 3 3 3 42 3 3 19
Number of considered agenda items 162 176 173 165 172 170 1,018
Submissions on agenda but with no PSD 21 3 10 1 2 1 38
Submissions with PSDs but not on agenda 8 21 13 9 17 8 76
Number of PSDs 149 194 176 173 187 178° 1,057
Number of withdrawn submissions 4 3 11 11 6 4 39

There was a scheduled extraordinary meeting for which there was an agenda published beforehand.

PThere was an additional PSD as one agenda item yielded two PSDs.

The therapeutic areas with the greatest number of PSDs with
consumer comments were oncology (100), hematology (59),
and immunology (50). The therapeutic areas with the most con-
sumer comments were genetic disease (7,332), pediatrics (6,769),
and oncology (3,279). The therapeutic areas with the highest aver-
age number of consumer comments per PSD were pediatrics
(451), genetic disease (386), and neurology (324).

The two standout submission purpose categories were “new
gene therapy” and “new combination product,” with 639 and
407 average number of consumer comments per PSD, respec-
tively. We found that these were each driven by submissions for
one technology. The series of these submissions and others with
more than 500 consumer comments are presented in Table 3.

Discussion

To the best of our knowledge, we have conducted the first detailed
analysis of consumer comments to the PBAC.

The effect and influence of comments from consumers on
PBAC decision-making have come under recent scrutiny, as
some commentators have formed the view that the decision-
making process has been unduly influenced by pharmaceutical
companies. A recent publication by Fabbri and colleagues found
that pharmaceutical companies spent AUD34 million supporting
patient advocacy groups over a 4-year period (10). The researchers
found that sponsors of the most highly funded groups were phar-
maceutical companies that in most cases had medicines under
review by the PBAC for diseases/conditions covered by these
organizations.

A detailed and balanced analysis of this issue starts with a
review of the (consumer comments) process. It is important to
note that consumers can only comment on published PBAC
agenda items.

The agenda for a PBAC meeting can and does change. Items
have been added after an agenda has first been published; we
have noted as many as six versions for a given PBAC meeting.
Some items have been withdrawn due to the applicant withdraw-
ing its submission. Only recently, with the publication of the July
2021 agenda, has the Department of Health introduced a form of
version control. Prior to this, we found that most withdrawals
were noted in revised agendas; however, most additions and
other revisions were not.

The agenda for a PBAC meeting notes which medicines,
medicinal preparations, and vaccines are scheduled for consider-
ation by the Committee and the associated disease/condition.
Limited information is often provided in relation to the proposed
target patient population and other important matters. Therefore,
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consumers often have little information about a given submission
on which to base their comments.

The PBAC considers the consumer comments, minutes from
sponsor hearings, consumer hearings, stakeholder meetings, as
well as other technical papers when evaluating the relevant
agenda item. Consumer issues are highlighted by the consumer
representatives during discussion of agenda items.

To have a meaningful impact, consumers need to be aware of
the PBS listing process and agenda publication timelines.
Although some consumer groups will undoubtedly have a reason-
able awareness of the consumer comments and PBAC decision-
making processes (mostly through experience), others probably
less so (i.e., a patient group for a disease/condition for which an
associated technology is yet to be considered by the PBAC).

Given that the publication of an agenda is not widely publi-
cized and an agenda often provides little information about
each agenda item, pharmaceutical companies, who sponsor an
agenda item, may seek to engage with consumers in some man-
ner. With the objective of increasing the number of consumer
comments, they may choose to:

« Notify the relevant patient group/s that the agenda for an
upcoming PBAC meeting has been published and that there
is at least one agenda item of interest to them

o Advise the relevant patient group/s about some non-
commercially sensitive aspects of its submission

o Assist the relevant patient group/s in the preparation of com-
ments to the PBAC

« Fund relevant patient group/s to undertake communication and
advocacy activities

All are reasonable and legitimate commercial practices and
several checks and balances are in place to prevent inappropriate
activity. Having said that, individual consumers might not be
aware that their representative organization has received funds
from the pharmaceutical industry.

There are other ways consumers can provide direct formal
input to the PBAC on a given agenda item:

« Prepare and lodge a submission

o Present to the Committee at a sponsor hearing

« Attend/participate at a PBAC consumer hearing

o Attend/participate at a PBAC stakeholder meeting

Consumers, either as an individual or as an organized group,
do not have the information, experience, and resources to prepare
a major submission. A consumer can provide input at a sponsor
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Number of PSDs

Number of PSDs with
consumer comments (%)

Number of

consumer comments

Average number of consumer

comments per PSD

Therapeutic area

Cardiovascular disease 32 15 (47%) 147 10
Dermatology 8 0 (0%) 0 0
Endocrinology 70 6 (9%) 76 13
Gastroenterology 21 5 (24%) 51 10
Genetic disease 32 19 (59%) 7,332 386
Hematology 125 59 (47%) 2,225 38
Hepatology 25 14 (56%) 1,813 130
Immunology 120 50 (42%) 1,107 22
Infectious disease 55 15 (27%) 288 19
Musculoskeletal 23 5 (22%) 126 25
Nephrology 4 3 (75%) 74 25
Neurology 45 7 (16%) 2,265 324
Nutrition 78 0 (0%) 0 0
Obstetrics/gynecology 19 0 (0%) 0 0
Oncology 186 100 (54%) 3,279 33
Ophthalmology 27 6 (22%) 29 5
Otolaryngology 1 0 (0%) 0 0
Pediatrics 40 15 (38%) 6,769 451
Psychiatry/psychology 20 1 (5%) 2 2
Respiratory disease 43 9 (21%) 209 23
Rheumatology 3 0 (0%) 0 0
Sleep 2 0 (0%) 0 0
Toxicity 1 1 (100%) 4 4
Urology 5 1 (20%) 7 7
Submission purpose
New medicine 250 124 (50%) 8,074 65
New gene therapy 2 2 (100%) 1,278 639
New cellular therapy 1 0 (0%) 0 0
New vaccine 7 5 (71%) 300 60
New biosimilar medicine 19 3 (16%) 4 1
New combination product 70 15 (21%) 6,104 407
New indication 285 144 (51%) 9,621 67
New formulation 169 14 (8%) 98 7
New strength 45 2 (4%) 118 59
Restriction change 125 19 (15%) 198 10
Review 11 3 (27%) 8 3
Deletion 1 0 (0%) 0 0

hearing and/or at a consumer hearing (only by invitation), which
are held infrequently. Recent research indicates that has seldom
occurred (11). PBAC stakeholder meetings are not commonplace
and only occur after at least one rejection (12).
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Considering the above, our analysis found that two thirds of all
agenda items had not one consumer comment. Some of these
were for new medicines. In some instances, there were more “con-

sumer”

comments

from healthcare

professionals

and/or
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Table 3. Submissions with >500 consumer comments (2014-9)

Number of
Therapeutic Submission PBAC consumer
Medicine Disease/condition area purpose meetings comments PBAC outcome
Bevacizumab Brain cancer Oncology New indication 2010/3 Unknown? Rejected
2019/1 783 Deferred
2019/E1 Not applicable® Recommended
Erenumab Migraine Neurology New medicine 2018/2 1,886 Rejected
2019/1 258 Rejected
Lumacaftor with Cystic fibrosis Genetic New combination 2016/1 594 Rejected
ivacaftor disease product 2016/3 507 Rejected
2017/2 214 Rejected
2018/2 3,980 Recommended
Lumacaftor with Cystic fibrosis Pediatrics New indication 2018/2 3,980 Deferred
ivacaftor 2018/E2 Not applicable® Recommended
Nusinersen sodium Spinal muscular Pediatrics New gene 2017/3 1,087 Rejected
atrophy therapy 2018/1 191 Recommended
Sapropterin Hyperphenylalaninemia Genetic New indication 2011/3 Unknown? Rejected
dihydrochloride disease 2018/1 919 Deferred
2018/3 6 Recommended

?PSD published before consumer comments data was included in the PSD.
bConsidered by the Committee at out-of-session meetings with no pre-published agenda.

organizations than “actual” consumers. The high proportion of
agenda items without consumer input indicates a lack of aware-
ness of the process, a lack of interest in the medicine, or both.
This high proportion is perhaps one reason why the local phar-
maceutical industry is seeking to engage with consumers.

We could not find any evidence in the PSDs which suggests
that consumer comments were pivotal in the PBAC’s decision-
making process; however, from time-to-time they do note if
they were helpful or informative.

We found considerable variation in the number of consumer
comments received per submission category. The two outstanding
categories with the highest averages were “new gene therapy” and
“new combination product.” Each was driven by one technology,
nusinersen sodium and lumacaftor with ivacaftor, respectively.

Likewise, we found considerable variation in the number of
consumer comments received per therapeutic area. The three
therapeutic areas with the greatest number of submissions with
consumer comments were oncology, hematology, and immunol-
ogy. It is not a surprising result given one in every four submis-
sions considered by the PBAC was for a cancer medicine.

The therapeutic areas with the greatest number of consumer
comments were genetic disease, pediatrics, and oncology. These
results could serve as a reflection of relative clinical need. The
therapeutic areas with the highest average number of consumer
comments per submission were pediatrics, genetic disease, and
neurology. These results could serve as a reflection of greatest
clinical need.

The submissions that received more than 500 consumer com-
ments were for technologies used to treat patients with progressive
disease that is unresponsive to initial treatment, patients with a dis-
ease with limited treatment options, or new first-in-class medicines.

The initial submission for a new gene therapy, nusinersen
sodium for children with spinal muscular atrophy, was rejected
by the PBAC at its November 2017 meeting (1,087 comments).
The submission sought a PBS listing for three patient populations
(types 1, 2, and 3). The PBAC had never considered a submission
for this disease. Following a resubmission, the Committee
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recommended the listing in March 2018. A stakeholder meeting
was held in January 2018.

Both submissions garnered strong consumer support. The
number of consumer comments is likely to be greater than the
number of patients. We could not confirm this as the estimates
of the sizes of the three patient populations were redacted from
the PSD. As the three patient populations are children, most if
not all of the comments were probably prepared and lodged by
parents/carers.

Similarly, a new combination product, lumacaftor with ivacaf-
tor for patients with cystic fibrosis, was rejected three times by the
Committee before its recommendation in July 2018. The initial
submission and each resubmission also received a high number
of consumer comments. A stakeholder meeting was not convened
after each rejection. Two discrete submissions were considered at
the July 2018 meeting, one for use by patients aged 12 years and
older and another by children 6-11 years of age. A PSD was pub-
lished for each submission; both reported the same number of
consumer comments (3,980) which suggests that the comments
were combined for both submissions.

Again, the number of consumer comments is likely to be
greater than the number of patients, especially for the last submis-
sion. The patient number estimates in the PSDs were redacted.
The initial target patient population was adolescents and adults,
so the comments were likely prepared and lodged by patients
and parents/carers. The target patient population for the new
indication (children aged 6-11 years) is likely to be a much
smaller patient population.

Erenumab was the first calcitonin gene-related peptide
(CGRP) antagonist for patients with migraine to be considered
by the Committee. The submission received a high number of
consumer comments (1,886) but was rejected by the PBAC in
July 2018. A resubmission with far fewer comments (258) was
also rejected by the Committee in March 2019.

The PBAC has since considered submissions for other CGRP
antagonists; they attracted far fewer consumer comments and
yielded more favorable outcomes; galcanezumab  was
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recommended in July 2019 (56 comments) and fremanezumab
was deferred in November 2019 (57 comments). To date, the
PBAC has not convened a stakeholder meeting or consumer hear-
ing for the CGRP antagonists.

The high number of consumer comments associated with the
initial submission for erenumab and the final submission for
lumacaftor with ivacaftor were due, at least in part, by organized
campaigns by their respective patient groups (Headache Australia,
Migraine Australia, and Cystic Fibrosis Australia). These cam-
paigns involved press releases, online petitions, social media activ-
ity, and blog posts (13-16). The target audiences of these
campaigns were the PBAC and the Federal Government, in par-
ticular, the Minister for Health. A detailed analysis of these cam-
paigns is beyond the scope of our analysis. Nonetheless, there can
be no doubt that these campaigns were supported in some way by
the sponsors of the technologies involved. The available data sug-
gest that the campaigns had mixed results; the campaign for ere-
numab did not achieve the desired result. The PSD for erenumab
makes no mention of whether the consumer comments were con-
sidered by the PBAC to be helpful/informative.

There are some limitations to our research:

o Our study period started in 2014, so we were unable to analyze
the PSDs for important submissions like those for ivacaftor
which were considered by the PBAC in 2013. We were also
unable to determine the number of consumer comments asso-
ciated with the earlier submissions for bevacizumab and sap-
ropterin dihydrochloride.

« We noted over 30 agenda items without an associated PSD. It is
unclear if any of these items received any consumer comments.

The “Consumer Comments” section of the PSDs is not struc-
tured in terms of the issues raised by consumers and how the col-
lated data were viewed by the Committee. If consumer comments
are reported for a technology, its PSD will note the number of
comments received, broken down by individuals, healthcare pro-
fessionals, and organizations. Unfortunately, this is the only infor-
mation consistently reported across the PSDs. Some PSDs
summarize the comments regarding the physical, mental, and
social impact of the disease/condition on patients. A few make
note of patients’ experience with the medicine. A meaningful
qualitative analysis of the consumer comments is therefore diffi-
cult to achieve, considering the inconsistency of reporting.

We are not the first to examine the influence of patients on
PBAC decision-making. Fabbri and colleagues examined the
effect of the relationship between pharmaceutical companies
and patient advocacy groups on PBAC decision-making. The
study found that thirty-four companies provided support to 230
patient groups. This primarily came in the form of monetary sup-
port, with a total spend of AUD34,507,810, between January 2013
and December 2016. Ten out of these thirty-four companies pro-
vided over 65 percent of the total funding. They also explored
whether there was a correlation between a company’s commercial
interests, measured by one (or more) of its technologies achieving
a PBS listing, and the amount of support provided to patient
groups. The results indicated that the main funders of the top
five patient groups had medicines for conditions related to the
patient group under review by the Committee. However, in
most cases, these medicines took multiple submissions before a
recommendation was issued. They noted that limitations with
publicly available information prevented the ability for further
analyses of potential industry influence (10).
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Reviews have been performed on the consumer comments
processes of other HTA agencies (17;18). We have performed
our own review on England’s National Institute for Health and
Care Excellence (NICE), the United States of America’s
Institute for Clinical and Economic Review (ICER), and
Canada’s Canadian Agency for Drugs and Technologies in
Health (CADTH), in order to compare and contrast them with
the PBAC’s process (Table 4), and have identified improvements
which could be made to the PBAC.

Improve Agenda Content

At times, the agenda provides limited information regarding the
target patient population (i.e., medicine for patients with disease
X); thus, consumers have little information on which to base
their comments. Therefore, more information about the target
patient population is required. Cooperation from pharmaceutical
companies may be needed to provide more detail regarding agenda
items. This should be expressed in an easy-to-read, consumer-
friendly format. Additionally, a link to corresponding documents
such as the Consumer Medicines Information document for
TGA-registered products, or a link to the corresponding clinical
trial/s for products assessed under the TGA/PBAC parallel process
should be included with each item. This will allow consumers to
provide more informed and relevant consumer comments.

Decision-Making Process Change

In examining the NICE, ICER, and CADTH processes (Table 4),
we found that draft outcomes are published which welcome con-
sumer and stakeholder input. We recognize that this would
require significant changes to the current PBAC process, but
believe it could allow for further consumer engagement.

Improve Consumer Comments Reporting in PSDs

Currently, a proportion of PSDs published from 2014 onwards
have a section summarizing the number of consumer comments
received for the item. Some, but not all of these PSDs also detail
the content of the comments, such as the submitting organiza-
tions, and details as to why they were in favor of/against reim-
bursement. Consistent and more descriptive reporting of
consumer comments in the PSDs is needed to allow further qual-
itative analysis. Although dependent on privacy issues, the PBAC
could also consider publishing the received comments in full.

Increase Public Awareness of the Agenda

Currently, there is an email notification system available on the
PBS Web site; however, consumers cannot tailor this to areas of
interest and instead will receive emails regarding all PBS news
and the publication of documents such as the PBAC agenda, out-
comes, and the monthly PBS schedule. These may not all be rel-
evant to consumers. Allowing consumers to select areas of interest
or having a separate, dedicated consumer comments notification
system, may be more useful.

We could not find any evidence of press releases, issued by the
Department of Health or the Minister for Health, relating to the
publication of the agenda. Press releases and media coverage may
help to alert the public to the release of the agenda, as well as the
opening and closing of the consumer comments portal. This
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Table 4. Comparison of PBAC, NICE, ICER, and CADTH processes

Attribute

PBAC (Australia)

NICE (England)

ICER (USA)

CADTH (Canada)

Consumer awareness of
new submission/
assessment

Visit PBS Web site and
subscribe to PBS News alert
service (7)

Visit NICE Web site and
subscribe to NICE News
(monthly)

Via social media outlets
(19)

Visit ICER Web site and
subscribe to ICER
weekly newsletter

Via social media outlets
(20)

Visit CADTH Web site
and subscribe to CADTH
weekly newsletter

Via social media outlets
(21)

Information published by
agency on new submission/
assessment

Limited (few sentences) (6)

Considerable (2-3 page
scoping document) (19)

Considerable (2-3 page
document) (20)

Limited (few sentences)
(21)

Actively collect consumer Occasionally Routinely (patient groups) Routinely (patient Occasionally
input on the assessment groups)
Passively collect consumer Structured via PBS Web site No No Structured via CADTH

input on the assessment

(6)

Web site

Consumer input on draft
outcome

PBAC does not publish/
make draft
recommendations

Yes via NICE Web site (19)

Yes via ICER Web site
(20)

Yes via CADTH Web site
(21)

Consumer attendance at Invitation only (22) Yes (limited capacity) (19) Yes (limited capacity) No
final meeting (20)

Consumer input at final Occasionally (22) No (19) Yes (limited capacity) No
meeting (20)

Consumer representation Yes (3) Yes (19) Yes (23) Yes (24)

on decision-making
committee

Consumer activity post
(negative) outcome

Stakeholder meeting
convened by the PBAC (12)

Only consultees can appeal
a NICE Final Appraisal
Determination (25)

No established process

No established process

would diminish the need for patient groups to interact with phar-
maceutical companies in relation to the agenda.

Consider the Use of Social media

In examining the NICE, ICER, and CADTH processes (Table 4), we
found that social media outlets, such as Twitter and LinkedIn, were
used to engage with and notify consumers. This may increase con-
sumer awareness of, and involvement in, the PBAC process.

Greater Involvement of Patient Groups

A link to relevant patient group/s could be provided in the agenda,
through which consumers could source further information on the
target patient population. Patient groups could also remove burden
from the consumer representatives by collecting and collating com-
ments for relevant agenda items, then submitting a summarized
document for the Committee’s consideration. Additionally, the
PBAC could look to actively collaborate with patient groups.

We note that on 7 September 2021, Medicines Australia and
the Australian Government announced a 5-year strategic agree-
ment centered on earlier patient involvement and influence in
the availability of new medicines. This will include an
Enhanced Consumer Engagement process, aiming to include con-
sumers earlier in the PBAC process. Further public announce-
ments on this process will be made in due course (26).

Conclusion

We have found that the PBAC consumer comments process is
underutilized, as two in every three agenda items considered by

https://doi.org/10.1017/50266462321001744 Published online by Cambridge University Press

the Committee did not receive a consumer comment. This
could be due to a lack of awareness and/or detail provided. We
have provided a number of policy suggestions that may assist to
address these issues and improve consumer engagement.
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