Appendix 1: Australian Context

Centralised review processes for health technologies in Australia 

In 1990, Australia was the first country in the world to introduce economic evaluation with an explicit criterion on value for money and cost effectiveness in coverage decisions for pharmaceuticals, and the first to publish its processes in a formal set of guidelines (Salkeld et al., 1998).  Under the universal health insurance scheme, Australians have access to subsidised prescription medicines on the Pharmaceutical Benefits Schedule (PBS) and services, diagnostics and medical devices on the Medical Services Schedule (MBS)(Kim et al., 2021).  

The two committees that make recommendations about public subsidy of these health technologies are the Pharmaceutical Benefits Advisory Committee (PBAC) and the Medical Service Advisory Committee (MSAC), respectively. The PBAC considers all requests to list prescription medicines on the PBS and vaccines on the National Immunisation Program (NIP), whereas MSAC considers medical services, diagnostics and devices that would end up listing on the MBS. In recent years, MSAC’s remit has also expanded to coverage decisions for blood products under the National Blood Agreement, population-level screening programs and highly specialised drugs under the National Health Reform Agreement, where the latter are jointly funded by the central government and the states, for example, for CAR-T and gene therapies.  Before listing on the PBS or MBS, sponsors (usually a company) must submit a detailed health technology assessment (HTA) to the relevant decision-making committee, which assesses the application's merits and recommends to the government which technologies to fund and at what price.  For MSAC submissions, the Department of Health and Aged Care (henceforth the Department) can also act as the sponsor and create a contracted assessment report (DCAR). Otherwise, an applicant-developed assessment report (ADAR) is required. In the case of the PBAC, the National Health Act (NHA) 1953 stipulates that the government cannot list any pharmaceutical item on the PBS unless the PBAC has made a positive recommendation. 

In their decision-making, both PBAC and MSAC are also supported by their technical subcommittees. For the PBAC this includes an Economic Sub-Committee (ESC) and a Drug Utilisation Sub-Committee (DUSC). MSAC also has its own Evaluation Sub-Committee (ESC) plus a Population, Intervention, Comparator, Outcomes, (PICO) Advisory Committee (PASC). For most submissions, an independent evaluation (usually prepared by an academic group) evaluates all sponsor claims and information (see Figure 1). Both MSAC and PBAC comprise clinicians, health professionals, health economists, and consumer representatives; the PBAC also including an industry-nominated member.  One-third of the members are nominated by the health minister, while the remaining are nominated by professional organisations. The composition of the PBAC is legislated by the National Health Act (1953). The committee’s recommendations are largely actioned by the government with very few exceptions (Pearce et al., 2012; Pearson et al., 2007; Schafer, 2011). 

Both MSAC and PBAC publish comprehensive guidelines to guide sponsors on the preparation of submissions (MSAC, 2021; PBAC, 2016). The guidelines detail key ‘quantifiable’ and ‘less quantifiable’ factors that influence the committees’ decisions. The National Health Act 1953 also stipulates that the PBAC must consider the effectiveness and cost of therapy involving the use of the drug, preparation or class, including by comparing this with alternative therapies. MSAC, whilst not a legislated committee, also has similar mandates in its terms of reference set by government.  Furthermore, for the PBAC, if a medicine is substantially more costly than alternative therapies, the PBAC may not recommend its listing unless the PBAC is satisfied that, for some patients, the medicine provides a significant improvement in efficacy or reduction in toxicity of the alternative therapies. Agreements between government and industry are common to bring about negotiated policy change e.g., with a memorandum of understanding with Medicines Australia in 2010, and later with five-year strategic agreements from 2017–2022 and 2022–2027; and similar agreements between the Government and the Generic and Biosimilar Medicines Association (Parliament of Australia, 2022). The committees and the government are not without criticism (Australian Government, 2021; Carter et al., 2016; McArthur, 2014; Pearce et al., 2012; Schafer, 2011; Ware et al., 2004) and there are frequent reviews of the decision-making processes (Zimmerman review, 2021).   The way MSAC and PBAC discharge their roles as independent bodies, their compositions and relationships with both government and industry remain a keen interest to stakeholders (Senate of Australia, 2014).  

Figure 1: MSAC and PBAC
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Appendix 2: Interview guides

2014 Interviews

Exploring decision-makers’ views on health care priority setting in Australia 
Draft Telephone interview topic guide 
2014
Approach to the telephone interview
The telephone interview will be semi-structured to give participants an opportunity to discuss their views and preferences regarding health care resource allocation.  
1. Introduction, thanks for participation and background re area of research
· As you know, today's topic of discussion is priority setting in health care resource allocation, particularly focusing on health technologies (including drugs, devices, consultations, diagnostic tests etc.; i.e. the areas covered by PBAC/PBS and MSAC/MBS).  What we learn from these interviews will help us to design our study questionnaire which we will administer with a sample of current and past committee members and members of the general public.  
· Reminder that the interview will be audio-taped and likely take approx. 45-60 minutes
· Explain that the interviewee can withdraw from the interview at any time

2. To get started, we are interested to know when considering items for listing on the PBS or MBS, what things would you want to know about the health technology before giving a recommendation on listing?  

3. As you know, health technologies may benefit different types of people.  Which characteristics of the beneficiaries of the technologies do you think are most important when deciding how best to allocate scarce health care resources or who to give priority to? If not raised, ask interviewees views on: 

· Age of onset
· QOL if untreated
· Number of years to death if untreated
· Target population/number of beneficiaries - explore link to cost and budget impact since budget impact = number of beneficiaries x cost

4. I’d now like to focus our discussion on different types of health gain and to get your views on which types are most important to the decision to recommend an item for listing on the PBS/MBS.  As you know, some health technologies (i) extend lives while others (ii) improve the quality of peoples’ lives while others (iii) are a mix of life extension and QOL improvement.  Should all types of health gain be given equal weight? Why is that?  How would you rank them in terms of relative importance?  How important is the type of QALYs gained relative to the number of QALYs gained?


5. What other factors/issues do you think should be taken into account when considering how to allocate scarce health care resources? 
If not raised, ask interviewee views on [relevance: why/why not?]: 
· End of life [NICE: Life Expectancy usually < 24 months; treatment offers extension to life of at least 3 months and treatment for small patient populations], 
· Rule of rescue [here we’re thinking of the PBAC definition of rule of rescue:
· No alternative treatment;
· Without treatment, severe, progressive and lead to premature death (more severe, or younger age at which prematurely die or close to death leads to more weight);  
· Very small number of patients
· Worthwhile clinical improvement sufficient to qualify as a rescue from the medical condition
· Availability of alternative effective treatment [needed for Rule of Rescue and LSDP]
· Time from treatment to gain [prevention v cure]
· Uncertainty [define]
· Strength of evidence


6. I now want to turn to the topic of uncertainty around or quality of the evidence.  
a. How important an issue is this in terms of your views on whether to recommend an item for listing on the MBS/PBS? 
b. In terms of describing this characteristic – is it the quality of the evidence overall (e.g. high/low) or it’s impact on the final ICER that is important? 
c. Are there other sources of uncertainty relevant to the listing recommendation?


7. We have been discussing various factors that you think should be taken into account when prioritising the allocation of resources across competing interventions. So far we have discussed [list factors].  

Some others that have come up in the literature and from our focus groups with the general public are [list any additional factors from prepared attribute list]. For all, explore:

a. Understanding of the meaning of the attributes
b. Any missing attributes
c. Relative importance – rank from most to least important [or most important 3 and least important 3]

8. I’d now like to focus our discussion on the levels that describe some of the factors we have spoken about [i.e. the range of values the factors could take].  In particular, what are your thoughts regarding the levels describing:  [Due to time, just discuss the 5 attributes highlighted under gain with treatment]
Without treatment:
1) QOL if untreated: 0, 30, 60, 90. 
2) Age of onset: infant (0-12 months); child (1-10 years); Teen (11-17 years); young adult (18-30); adult (31-50) older adult (51-60), young senior (61-74); older senior (75+) 
3) Proximity to death: death is imminent (0-3 months); end of life (3-12 months); 1-3 years, 3-5, 5-10, 10-20, 20-40, 40+
Gain with treatment:
4) Number of Quality adjusted life years (QALYs): 0.1, 0.5, 1, 2, 4, 10, 20, 40. Do you think this is an appropriate range?
5) QALY types: primarily life extending; primarily QOL enhancing; mixture of QOL and LE, life saving. DO you think this is the best way to describe the different types of QALYs that can be generated?
6) Probability/chance of success: 1/100; 5/100; 10/100; 50/100; 75/100; 100/100?
7) Time from treatment to gain: immediate, 5 years, 10 years, 20 years 40 years, 60 years v prevention/cure
8) Number of beneficiaries: 100, 1000, 10000, 1000000. Do you think this is an appropriate range?
Context:
9) Alternative treatment available: yes, absolutely no. 
10) Strength of evidence: limited/strong v low/high
11) Context: drug v medical service

9. What do you think about the possible tradeoff between allocating resources to maximise efficiency (health gain) and to account for equity or distributional issues?

10. That is the end of my questions but do you have any further points you would like to make on the topics we’ve covered today?

11. Thank the interviewee for their time and useful input to the design of our study. Reaffirm that what we discussed today will remain anonymous. 



2021/22 interviews

1. Introduction

Interviewer to read Script:
Thank you very much for agreeing to participate. Your time is valuable.
[The interviewer introduces himself to the participant and provides his educational background]
As specified in the Information Sheet, we are conducting a study titled “Tools for Outcomes Research to Measure and Value Child Health”. 

You have been invited to participate in the study because you are involved in the health technology assessment process or resource allocation in healthcare settings regarding children or young people. Participation involves a semi-structured interview that will take as long as you require but is anticipated 30-60 minutes. 

The study is being funded by a 2020 MRFF Targeted Health System and Community Research Grant and ethics approval has been received from the ANU Human Research Ethics Committee. 

As you have already provided consent to be interviewed and audio recorded, I would firstly like to ask some demographic questions followed by some questions regarding your experience health technology assessments in children and young people, your views on how money should be spent on health and care, including whether you think money spent on health and care in children should be different compared to adults and the reasons for this.

There are no right and wrong answers; we are simply interested in people’s views. 
If you don’t want to answer any of these questions, please just say so.

1. Demographics

a. Regarding your demographic and professional characteristics

i. What is your current age?	

ii. State / territory:

iii. Gender:	

iv. What is your main health / academic specialties / discipline?

v. How would you describe your involvement in HTA / decision-making process in healthcare settings? (e.g. member on committees, HTA processes, resource allocation decisions at system level in healthcare settings) public

vi. How many years have you been involved in the HTA / decision-making process in healthcare settings? ____________________________ (number of years)






6
	CHECKLIST
	* RECORDING
* CONFIDENTIALITY & ANONYMITY
* STOPPING
* TRANSCRIPTS
* CONSENT TO PARTICIPATE
	· Other theoretical topics to potentially explore 
	-	Accountability for reasonableness – priority setting literature – bargaining process – Norman Daniels – judge priority setting processes
- Transparency

	· Initial reactions and experience with decision-making in child and young person (CYP) 
	- Briefly describe any experiences 
- Level of experience (e.g. a lot/moderate/little)
- Could you please describe from your perspective how the decision-making process works - to fund new health technologies?
- I’ve seen the documents but what does that process look like when you are in the room when talking about CYP? 
- And how does that compare for CYP when you are talking about adults?
	· 
	

	· Experience with and views on social value of a QALY
	 - What do you think about relative values in HTA? (e.g. some demographics, illness severity weighted higher or lower). - Can you describe your familiarity with this concept of the QALYs threshold be set differently in CYP compared to adults? (exp. in with this in practice? types of decisions?)
- Should the QALY threshold be set differently for children than adults? (ie a more relaxed funding threshold for children than adults?) Why / why not? (potentially use points 2 and 3 as prompts)
	· Close
	- Overall, is there anything else you would like to add about weight QALYs in children compared to adults?
- Demographic survey

Thank you very much for taking part in this interview.


	· Other considerations process (MSAC, PBAC)
	 - Now on the ‘other considerations’ part of the guidelines, how do these factors work in relation to CYP as opposed to adults? - What kind of work occurs at this stage?
- Does this influence threshold or a separate decision-making process?
- Do you think it is going well / not well? Improved? How?
- Does the process differ if it is CYP compared to adults? What other factors are taken into account in that threshold?
 - Are there other factors that you think should be taken into account that are not? 
	· 
	



1) I’ll read out some of the arguments in favour a higher social value of a QALY in CYP and feel free to jump in at any point if you feel strongly about any of these:

· Children are a distinct, special group that any compassionate society would value QALY gains more in children compared to adults. This is sometimes referred to as pediatric exceptionalism in the literature
 
· It is fairer to give children special merit so that they will then get the same opportunity to live a full life -  to experience the same stages of life that adults have experienced. Sometimes referred to as a fair innings argument

· In a similar way, some people point to other societal impacts of giving children special merit , such as it may impact the productivity or wellbeing of families and therefore be more productive in the long run

· Intrinsic vulnerability – children lack a voice, “invisible minority”, “marginalized”, lack capacity to advocate for themselves. In addition, children are less culpable for illness because of capacity to choose lifestyle and external factors

· Systemic inequalities – the way the HTA systems function is bias toward adults compared to children. Compared to adults drug coverage and comparable HTA systems are insufficient in children and therefore the social value of child health is not currently being achieved. This was perceived unfair to child in reality and need and has resulted in gaps in clinical evidence, drug development, and licensed indications.

2) Okay, now I’ll read out some of the arguments opposed to using a social value of a QALY in children. Again, feel free to jump in at any time if you feel strongly about any of these. 

· Egalitarianism - builds from the concept of social equality, prioritizing it for all people. Egalitarianism is characterized by the idea that all humans are equal in fundamental worth or moral status. Health care should be open regardless of age and that everyone in society should be entitled to same care regardless of social circumstances. 

· That we should use social values but they should prioritise biological over chronological age because it is more relevant to whether that person will benefit from treatment

·  Social value of a QALY is unable to capture diverse cultural mores and beliefs. For example, one could argue that a ‘fair innings’ argument is fundamentally a Western concept and may not hold up in a global context or capture the nuance and variation in society


· Some people fear that if we start to use social values they might be unable to access treatments, such as if when they become older, because the social values framework has deemed them as less worth
Appendix 3: Policy changes relevant to A4R affecting centralised reviews of health technologies at PBAC and MSAC Years 2014 to 2022
Key acronyms used across tables:
	A4R
	Accountability for Reasonableness

	CAR-T 
	Chimeric Antigen Receptor T-cell therapy

	CCC
	Consumer Consultative Committee

	ESC
	Economics Subcommittee

	HTA
	Health Technology Assessment

	ICMJE
	International Committee of Journal Editors 

	LSDP
	Life-Saving Drugs Programs 

	MBS
	Medical Benefits Schedule

	MSAC
	Medical Services Advisory Committee

	NHRA
	National Health Reform Agreement

	NSCLC
	Non small cell lung cancer

	PASC
	Population Intervention Comparator Outcomes (PICO) Advisory Sub-committee

	PBAC
	Pharmaceutical Benefits Advisory Committee

	PBS
	Pharmaceutical Benefits Schedule

	PMR
	Post Market Review

	PSD
	Public Summary Document

	SIP
	Standardised Summary of Information 

	TAAD
	Technology Assessment and Access Division with Australian Government Department of Health, Disability and Aging.


[bookmark: _Ref127451670]Table 1: inclusion/exclusion criteria for identification of policy changes relevant to A4R from primary sources
	Inclusion criteria
	Exclusion criteria

	· All policy documents and news published on www.pbs.gov.au, www.msac.gov.au or www.mbsonline.gov.au  between January 2014 and December 2022
	· If the policy did NOT relate to the listing process (e.g. process changes affecting dispensing in pharmacies)
· Duplicated news reporting the same policies
· If the policy was NOT relevant to one of the A4R domains:
· Relevance: changes potentially affecting reasons (e.g., evidence, principles) that fair-minded parties can agree are relevant to the decisions 
· Publicity: any policy changes affecting the accessibility of committee decisions or rationales
· Revision: any policy changes impacting resubmissions or opportunities to revise the committee’s previous decisions or mechanisms to resolve disputes
· Enforcement: any changes in policy that affect how the listing process is voluntarily or publicly regulated. 


Table 2: Listing of the 36 identified PBAC and MSAC policy changes pertaining to A4R and the impacted A4R domains between 2014 and 2022 (organised in chronological order and by committee)
	[bookmark: _Hlk139284211]Date of change
	A4R domain(s)
	Event
	Source

	PBAC
	
	
	

	Jan 2014
	Relevance
Publicity
	Publication of PBAC agenda moved to 10 weeks before PBAC meetings to allow more time for consumer inputs (prior to this date, the agendas are published 6 weeks prior to the PBAC meetings).
	https://www.pbs.gov.au/info/industry/listing/elements/pbac-meetings/agenda/03-2014
https://www.medicinesaustralia.com.au/media-release/industry-supports-greater-pbac-transparency/

	Jan 2014
	Publicity
	A new smartphone and tablet versions of the PBS website became available.
	https://www.pbs.gov.au/info/news/2014/01/mobile-website

	Feb 2014
	Relevance
Publicity
	Introduction of stakeholder meetings for PBAC submission. The first-ever meeting recorded was Feb 2014 for new oral antivirals for Hep C. This is the first reference to stakeholder meetings after agreement was reached whereby applicants could request a stakeholder meeting. However, the PBAC did, on occasion, initiate stakeholder meetings prior to this time.  Prior to this time, stakeholder meetings for post-market reviews of listed PBS medications.
	https://www.pbs.gov.au/info/industry/listing/elements/initiation-of-stakeholder-meetings
https://www.pbs.gov.au/pbs/industry/listing/elements/pbac-meetings/stakeholder-meetings

	April 2014
	Enforcement of relevance
	Streamlined PBS pricing processes, including cessation of the Pharmaceutical Benefits Pricing Authority (PBPA). This arguably means the PBAC took on more of a role in considering budget impact, deeds of agreements, net prices and risk sharing.
	https://m.pbs.gov.au/news/2014/03/streamlined-pbs-pricing.html


	July 2014
	Publicity
	Full PSDs published online. This is more complete compared to previously published PSDs. Can see clear change in PSD details post this date.
	https://www.pbs.gov.au/info/industry/listing/elements/pbac-meetings/psd 

	[bookmark: _Hlk139284177]Mar 2015
	Relevance
	PBAC also piloted a new process of consumer and patient hearings on selected applications prior to the meeting. These meetings involve select members of the PBAC and invited patient reps.
	https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-submission-senate-inquiry/pbac-submission-senate-inquiry-16-march-2015.pdf 

	Mar 2015
	Relevance, Publicity Revision
	Introduction of the 2015 Post Market Review (PMR) Framework. This made more transparent and clear the process started in 2011/12 to systematically monitor medicines following PBS listing, to inform decision-making relating to ongoing access and subsidy. The 2015 PMR Framework was developed in consultation with the industry. PMRs provide evidence and options to the PBAC on continued access, investment, or disinvestment in PBS-listed medicines.
	https://www.pbs.gov.au/info/news/2015/03/post-market-review-framework

	July 2015
	Enforcement of relevance, publicity and revision
	PBS Access and Sustainability Package included a number of measures to improve the capacity, flexibility, efficiency and transparency of PBAC processes:
1. increase PBAC membership from 18 to 21 members, including new deputy chair, and provide the opportunity for members to be nominated and appointed from industry.
2. introduce a PBAC executive to triage and consider certain applications (in operation June 2017)
objectives: improve engagement with key stakeholder, improve transparency of process and outcomes will generate more informed public debate about the true benefits of the medicine, and allow patients and subscribers to make informed choices.
3. The changes will facilitate data collection and research for PBS drugs to track real-life benefits and side effects to ensure the listing of meds on PBS is properly targeted.  This is particularly in the case where a medicine addresses an area of high clinical need, but where the extent of the additional clinical benefit is unclear.
	https://www.pbs.gov.au/info/news/2017/06/new-appointments-to-the-pbac https://www.pbs.gov.au/info/general/pbs-access-sustainability/fact-sheet-streamlining-of-pharmaceutical-benefits-advisory-committee-processes
See https://www.legislation.gov.au/C2015A00089/latest/text, clauses 33 to 39 for the PBAC-related changes to the NHA 1953.
https://www.medicinesaustralia.com.au/media-release/pbac-announces-appointment-of-industry-expert-to-committee/

	2016
	Enforcement of relevance, publicity and revision
	Creation of the Technology Assessment and Access Division (TAAD) in the Department comprising the Office of Health Technology Assessment. This restructure brought all the HTA frameworks together in one organisational structure.
	https://www.directory.gov.au/portfolios/health/department-health/health-resourcing/technology-assessment-access

	Sep 2016
	Relevance
Publicity 
	New PBAC guidelines V.5.0 Sep 2016. This was a major revision to the guidelines and reorganisation of text and sections within. Including additional information on codependent technology submissions to MSAC and PBAC.
	https://pbac.pbs.gov.au/information/about-the-guidelines.html
https://www.pbs.gov.au/info/reviews/pbac-guidelines-review

	Mar 2017
	Relevance
Publicity 
	HTA Consumer Consultative Committee (CCC) was established in 2017 to provide strategic advice and support to the principal Health Technology Assessment Committees (PBAC and MSAC) and the Department of Health. The Committee’s work plan included activities especially relating to consumer engagement and participation in Health Technology Assessment processes of the Australian government.
	https://www.pbs.gov.au/info/news/2017/08/new-appointment-pbac-august-2017
https://webarchive.nla.gov.au/awa/20211214223311/https://www1.health.gov.au/internet/hta/publishing.nsf/Content/ccc

	2017
	Enforcement of relevance
	In 2015, the Consumer Health Forum recommended that the PBAC appoint a second consumer rep, 2nd consumer rep added in June 2017.  
The National Health Act 1953 (legislation.gov.au) Section 101A(3) provides for “at least” one consumer on PBAC, so adding a second consumer was a matter for the Minister/Government without amending the NHA 1953.
	https://chf.org.au/sites/default/files/chf_annual_report_2016-17.pdf
https://www.legislation.gov.au/Details/C2023C00085

	Jul 2017
	Enforcement of relevance
	The Minister for Health appointed Michelle Burke, an industry nominee to the PBAC. This appointment is made under the PBS Access and Sustainability Package of reformed announced May 2015.
	https://www.pbs.gov.au/info/news/2017/07/new-appointment-to-the-pbac

	Aug 2017
	Enforcement of relevance
	Jo Watson (a consumer leader) appointed as the inaugural PBAC deputy chair. A number of other clinicians were also appointed raising the PBAC membership to 21 members (fulfilling the PBS Access and Sustainability Package of reformed announced May 2015). 
	https://www.pbs.gov.au/info/news/2017/08/new-appointment-pbac-august-2017
https://chf.org.au/media-releases/promoting-consumer-involvement-medicine-decisions-welcomed

	2018
	Enforcement of relevance, publicity, and revision
	The government released its response to the review of the life-saving drugs program (LSDP), agreeing to retain the LSDP and further clarify program eligibility and establishment of a separate expert panel with more transparent and rigorous clinical efficacy and cost-effectiveness assessments of medicines for rare diseases. All new medicines for rare diseases will still need to be considered first by the PBAC for potential listing on the PBS. If the PBAC considers the new medicine clinically effective but not cost-effective, so not suitable for the PBS, the sponsor of the medicine may then apply for inclusion on the LSDP.
	https://www.pbs.gov.au/reviews/lsdp-report/government-response-to-lsdp-review.pdf
https://www.pbs.gov.au/info/reviews/life-saving-drugs

	2019
	Relevance
Publicity 
	[bookmark: _Hlk140594538]Establishment of the consumer evidence and engagement unit with paid staff within the Department of Health to develop structured projects to engage consumer and patient groups in HTA bodies (including PBAC and MSAC). It also supports the HTA CCC.
	https://webarchive.nla.gov.au/awa/20211214223311/https://www1.health.gov.au/internet/hta/publishing.nsf/Content/ccc

	Jul 2019
	Relevance 
Revision 
	Stage 1 PBS process improvements implemented under Strategic Agreement 2017-2022 with Medicines Australia:
· Changes to pre-submission meetings providing additional guidance and support for complex submissions.
· Introduction of a compulsory intent to apply step for Major and Minor submissions.
· Introduction of four new transparent pathways following a positive PBAC recommendation.
	https://www.pbs.gov.au/info/general/pbs-process-improvements

	Feb 2020
	Publicity
	Launch of the Medicine Status Website to track medicine status in the application process.
	https://www.pbs.gov.au/pbs/news/2020/02/launch-of-the-medicine-status-website

	Nov 2020
	Publicity
	Standardised redaction of Public Summary Documents (PSDs) with fewer agreed ground for redacting clinical data.
In July 2020, the PBAC issued a Statement of Endorsement of the changes to PSDs, which is publicly available. 
All submissions considered from and including the November 2020 PBAC meeting are subject to the revised process and criteria as outlined in the Procedure Guidance for listing medicines on the Pharmaceutical Benefits Scheme (Procedure Guidance). A supporting guidance document is also available at Appendix B of the Procedure Guidance.
	https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/files/PBAC-Statement-of-Endorsement-July-2020.pdf
https://www.pbs.gov.au/info/industry/listing/procedure-guidance/appendix-b
https://www.pbs.gov.au/info/industry/listing/procedure-guidance/7-post-pbac-decision-procedures-sponsors/7-4-public-summary-documents

	Nov 2020
	Relevance
Publicity
	Standardised Summary of Information (SIP) initially piloted for 2 lung cancer submissions. 1st in Nov 2020 NSCLC. 2nd in Mar 2021 Mesothelioma to improve consumer input and engagement.
	https://www.health.gov.au/resources/publications/htaccc-communique-19-october-2023?language=en
Sally Wortley Presentation Slides on SIP, HTAi Adelaide 26 June 2023.

	Jan 2021
	Revision
	Stage 2 PBS Process improvement (under Strategic Agreement 2017-2022 with Medicines Australia) commenced 1 Jan 2021 main changes were change relevant to A4R were the resubmission pathways.
i) changes to initial submission categories (including to introduction of a single submission date ii) intro of resubmission pathways for submissions not recommended by the PBAC iii) revised cost recovery arrangements to support implementation of stage 2 processes iv) other improvements, including expansion of the department's Health Products Portal functionality.
	https://www.pbs.gov.au/info/general/pbs-process-improvements


	Feb 2021
	Revision 
	Revised process for reviewing PBS-listing recommendations not accepted by applicants from 5 years to 2 years due to the increasing speed with which new evidence and new technologies are becoming available.  The PBAC chair noted that an earlier PBAC review, with applicant input could assist these recommendations progressing to PBS subsidy.
	https://www.pbs.gov.au/info/news/2021/02/amendments-to-the-process-for-reviewing-and-remaking-positiv

	2021
	Relevance
Publicity
	Publication of PBAC agenda moved even earlier to 14 weeks before the PBAC meeting as part of Stage 2 PBAC process improvements (see above). This gave consumers and other stakeholders more time to make their submissions.
	https://www.pbs.gov.au/pbs/industry/listing/procedure-guidance/6-consideration-submissions/6-7-consumer-input

	Signed Sep 2021
	Enforcement of relevance, publicity, and revision
	Australian government signed a new Strategic Agreement 2022-2027 with Medicines Australia.  Goal: timely access to new medicines and vaccines. The main potential consequence for PBAC and potentially other HTA committees is the HTA Review, see HTA Policy and Methods Review | Australian Government Department of Health and Aged Care. The agreement also included a commitment to co-design with consumers and patients and implementing a new process to elevate the patient and consumer voice in the submission and the HTA process that supports the PBAC consideration of applications to list new medicines on the PBS.
	https://www.pbs.gov.au/info/general/medicines-industry-strategic-agreement


	early 2021
	^Publicity 
	When lodging an application, the applicant is required to acknowledge and agree (inter alia) that “Health may publish the following information on the internet in relation to the work of the Committees: meeting agendas, meeting outcomes and reasons for meeting outcomes including the evidence or other material on which those outcomes are based”.
	https://hpp.health.gov.au/termsandcondition/?id=a20dfef2-0e27-46a6-85e2-51a568ddd3b9

	May 2022
	^Publicity
	International Committee of Journal Editors (ICMJE) Recommendations clarification, p9: The ICMJE does not consider results or data contained in assessment reports published by HTA agencies, medical regulators, medical device regulators, or other regulatory agencies to be duplicate publication. This may mean that full clinical data in submissions will soon be available in PSDs. Expect this to show up first as further simplification in 7.4 of the PBAC Procedure Guidance document, No changes yet at 1 Nov 2023).
	https://www.icmje.org/news-and-editorials/icmje-recommendations_annotated_may22.pdf

	MSAC
	
	
	

	2015*
	Enforcement of relevance
	Two consumer members for MSAC, MSAC ESC and MSAC PASC from 1 member previously.
	http://www.msac.gov.au/internet/msac/publishing.nsf/Content/msac-membership

	2016
	Enforcement of relevance, publicity and revision.
	MSAC Process Reforms to improve transparency, efficiency, rigour and procedural fairness to all stakeholders. MSAC’s processes have been criticised as cumbersome, bureaucratic and non-transparent. Main changes to the MSAC process include: Use of a Process Framework, Enhanced Application form, Application Form Guidelines, Application Progression Record, Targeted public consultation, PICO Confirmation (formally known as a Protocol), Expedited applications, Critiques of all Assessment reports, Timeframes, Optional two-stage approach to submission-based Assessment report and Mandatory meetings between Applicants and assessment groups.
	http://www.msac.gov.au/internet/msac/publishing.nsf/Content/msac-process-framework

	2016
	Relevance publicity 
	New MSAC guidelines published, providing additional advice compared to earlier versions for MSAC applications.
	http://www.msac.gov.au/internet/msac/publishing.nsf/Content/MSAC-Guidelines

	2017
	Relevance Publicity 
	Minor revision of MSAC Investigative Guidelines.
	http://www.msac.gov.au/internet/msac/publishing.nsf/Content/MSAC-Guidelines

	2019
	Publicity
	MSAC introduced “Consumer Summary” in its Public Summary Documents from the MSAC August 2019 meeting
	http://www.msac.gov.au/internet/msac/publishing.nsf/Content/combined-calendar

	2020
	Enforcement of relevance
	With its wider Terms of Reference, MSAC can review health technologies for funding by arrangements other than the MBS. They include the National Blood Agreement, in which Schedule 4 provides for MSAC consideration (probably the first of these being subcutaneous immunoglobulin in Nov 2012), Nationally Funded Centres (not since Mar 2010), screening programs (for cervical cancer x2 and lung cancer), prostheses (in coordination with the Prostheses List Advisory Committee). MSAC also considers highly specialised drugs delivered in public hospitals under the National Health Reform Agreement (NHRA) “Other Public Hospital Program” which have included CAR-T therapies. The 2020-2025 NHRA commenced in July 2020.
	https://www.blood.gov.au/changes-national-product-price-list
http://www.msac.gov.au/internet/msac/publishing.nsf/Content/msac-terms-of-reference
https://www.health.gov.au/our-work/2020-25-national-health-reform-agreement-nhra

	2021
	Relevance Publicity 
	New MSAC guidelines published, the review was conducted in 2020.
Introduction of the value of knowing TG28 for investigative technologies in the new guidelines. This is one of many developments in these Guidelines, formally reflecting some MSAC decisions made between 2017 and 2021.
	http://www.msac.gov.au/internet/msac/publishing.nsf/Content/MSAC-Guidelines
https://consultations.health.gov.au/technology-assessment-access-division/msac-guidelines-review-consultation/
http://www.msac.gov.au/internet/msac/publishing.nsf/Content/4599F67A7A885C2DCA2586E000799979/$File/MSACGUIDE-Summary%20for%20stakeholders-08-FINAL(18May21).pdf 

	2021
	Relevance
	Clinical Utility Card (merged into the 2021 MSAC Guidelines), and three documents related to various codependent applications.
	http://www.msac.gov.au/internet/msac/publishing.nsf/Content/Additional-Resources

	May 2021
	Relevance
	MSAC consultation process and timings improved.
	http://www.msac.gov.au/internet/msac/publishing.nsf/Content/MSAC-Consultation-Process

	2021
	Enforcement of relevance
	Industry rep also called for in Clause 6.7 of the 2022-2027 Strategic Agreement with Medicines Australia. Not yet reflected in an appointment by the Minister.
	http://www.msac.gov.au/internet/msac/publishing.nsf/Content/msac-membershiphttps://www.medicinesaustralia.com.au/wp-content/uploads/sites/65/2023/10/ma-strategic-agreement-22-27.pdf


^identified with assistance of a senior Australian Health Department officer
* approximate date

Table 3: Counts of A4R domains impacted from the identified policy changes pertaining to A4R (note a single policy change may impact multiple A4R domains) 
	A4R domains impacted
	PBAC
	MSAC
	Total

	Total counts of A4R domains impacted by the policy changes (including the number of other A4R domains affected by changes in Enforcement)
	52
	19
	71

	Relevance
	18
	9
	27

	Publicity 
	18
	5
	23

	Revision
	8
	1
	9

	Enforcement^
	8
	4
	12


^ changes impacting Enforcement often impact multiple A4R domains.

Table 4: Other A4R domains impacted by policy changes pertaining to Enforcement 
	
	PBAC
	MSAC
	Total

	Total number of changes impacting Enforcement
	8
	4
	12

	A4R domains impacted by changes in Enforcement 
	
	
	

	-Relevance
	8
	4
	9

	-Publicity
	4
	1
	5

	-Revision
	4
	1
	5






Appendix 4: Detailed Accounts from Qualitative Interviews

3.2.1 Relevance

Broadly, interview participants at both time points emphasised the importance of Relevance, with increasing alignment evident over time. 
· [bookmark: _Hlk150284603]Reflecting societal values- both reasons and context are important

Participants at both time points acknowledged that decisions depend on a combination of the perceived reasons and an interpretation of the context. The reasons reported by participants included protecting the public from potential harm of an unsafe or ineffective health technology, increasing or maintaining health equity and using resources efficiently to deliver health gains. The contextual factors reported by participants included confidence in the evidence, innovativeness of the technology and disease factors such as severity and unmet need. Decision-makers reported that no explicit incremental cost effectiveness ratio (ICER) threshold is used in Australia and that any weighting tends to be done implicitly rather than explicitly. 

Participants emphasised the importance of reasons in all decision-making but particularly regarding efficacy and safety, both key quantifiable factors that influence decisions. 
“So the decisions are very much evidence-driven, and if we haven't got any evidence for … effectiveness, and/or safety…then we really … push back…, because we don't want to have low-quality services that are being funded because … the funding that's going into that isn't available for something else that might more benefit society.” [2021/22 DM8]

An important contextual factor related to the stated reasons but considered qualitatively at both time points by participants was the level of confidence in the evidence supporting the technology. This was particularly important for clinical data on safety and comparative effectiveness due to potential for direct patient harm. In comparison, uncertainty in the economics data (feeding into the ICER and the financial estimates) while also important, participants reported potential ways to account for the economic uncertainty. One participant (2014) gave an account of the effective and cognitive burden on Committee members when confronted by uncertainty in the clinical evidence: 
“Doing no harm is part of health professional training, the fact that you’re really worrying whether maybe this is not doing anything, in which case all you’re doing here is harming someone, that’s where the uncertainty keeps you awake at night.” [2014 DM9]
  “It’s very hard to delist, that’s the big challenge with listing…unless you’ve got a severe safety signal that the drug has to be pulled which is never really black and white, …the slowness with which information permeates the medical community particularly with prescribing means that you can’t have any certainty …[that] prescribing will be on the evidence rather than maybe on what’s marketed.  Whereas you can deal with the economic uncertainty by just going back to the company, particularly if you’ve noted it ahead of time … “We’re going to review your pricing”.  At least you’ve got something you can do, there’s no lever if you’ve made a mistake around [clinical uncertainty] … and I think that’s why both committees are cautious with introducing new things for that very reason. [2014 DM9] 
“I still think you can’t get an economic evaluation on a foundation that has no clinical basis. This is from the get go, that every economic evaluation in my mind is a bolt on, it’s an add on, it’s an extension to the clinical. And if you’ve got a weak clinical basis, then nothing you really do in the economics is going to solve it, but you can better characterise the extent of uncertainty.” [2014 DM1] 

The level of uncertainty regarding the clinical evidence presented in submissions however did not appear to have improved for decision-makers over time. In 2021/22, participants also reported issues with clinical uncertainty particularly for treatments of rare diseases, where lower quality clinical evidence is common due to difficulties with generating robust evidence for small patient populations. Over time, participants appeared however more resolved that uncertainty is likely to persist thus the emphasis should be on its management. One participant stated:
“it's about how you manage that uncertainty … other than something that you can fix up through more sophisticated HTA methods.  You’re not going to be able to make that uncertainty disappear ….” [2021/22 DM 6]  

At both time points, participants also consistently reported the importance of equity in decisions made including qualitative considerations of unmet clinical need, illness severity, equity of access and other aspects of disadvantage of the intended population.  

Attributes of the technology such as the degree of innovation are also influential contextual factors reported by participants at both time points. Some participants noted potential influence of generated interest towards a new technology. The same participants also reported counterbalancing in situations of low community interest or advocacy since sometimes they are also indicators of disadvantage. 
“So, if you’ve got a sexy drug or a sexy smart technology…people care about them… if it’s a very sexy disease… there’s typically been a well-orchestrated advocacy campaign and hearings with emotional overtones…  it’s not just the patient population, it’s also the perceived market power of the thing that’s being invented, how clever it is, how smart it looks.” [2014 DM9]
“if there’s a social disadvantage associated with that group of people who are the beneficiaries, then I think people tend to assign a weight to that.  Maybe that’s counterbalancing in a sense the fact that in my experience we often don't see a lot of advocacy for that group of people either.” [2014 DM9]

· [bookmark: _Hlk150284614]Consumer representation increases Relevance 

In both time periods, the decision-makers expressed the need to reflect values of the community when making limit setting decisions including receiving direct input from consumers and broader society.   At both time points, participants noted that consumer input in decision-making is primarily via consumer representatives on HTA committees. In 2014, participants indicated limited capacity to seek feedback for every application. In 2021/22, participants reported much improved processes for consumer input, including earlier announcement of the PBAC agenda to give consumers and consumer organisations more time to submit their perspectives, new opportunities including a new process in 2015 for consumer and patient hearings on selected applications, as well as additional resources provided by paid staff at the Health Department. We note from our document review that a new advisory HTA Consumer Consultative Committee (CCC) was also established in 2017 to provide advice on how best to engage consumers in Australian national HTA processes. The Consumer Evidence and Engagement Unit (CEEU) was also established 2019 in the Health Department to help consumers and patients to be part of the HTA processes. It also supports the CCC and collates the consumer inputs to be fed into HTA committees by consumer representatives. Participants in 2021/22 also reported improved consumer representation at the committee level, with the appointment of a consumer leader as the inaugural PBAC deputy chair and the appointment of a second consumer member on the PBAC. 

Evidence from 2021/22 interviews suggested that consumer representatives are able to make a meaningful contribution in meetings. Participants highlighted the important role of the chair in setting that collaborative culture and reflected on the well-balanced views of the committees.  

In 2021/22, participants also reported benefits of increased consumer engagement both to patients and committee. They discussed that the lived experiences of patients help committees to better understand the disease context not well captured in the clinical data, particularly around the real quality-of-life impacts of the interventions. Patient accounts of their lived experiences also appeared to affect committee decisions, with participants suggesting that these were influential in nudging decisions closer towards funding.  Participants also reported that at times consumer insight have also stopped the committee from funding treatments not considered to be of value by patients.
"It can go both ways, sometimes we have something that looks a brilliant idea, looks like it’s effective, looks like it’s cost-effective, and all the consumers are saying I wouldn’t touch that with a bargepole.  You know, I don’t want this, this is not the sort of thing we want, etc. " [2021/22 DM8]

In 2021/22, participants however reported that more work could be done to improve input received from consumers by committees, including the use of more structured, rigorous approaches to collect patient perspectives. One participant in 2021/22 noted that some information received from consumers can be compiled or generated by lobby groups, as they are often framed to encourages more polarising views towards an application, the data collected were often perceived as lacking rigour and balance and thus less helpful for decision making. Another participant in 2021/22 noted that companies have always had the option to present additional information, including patient perspectives in submissions, but such information is often not of high quality and thus has had limited influence on decisions. 
“The problem is that [patient perspectives]…is not often done well by pharma companies, and when it’s done, it’s often … starting from the biased premise that their medicine works, and improves people’s quality of life…  So …it’s not about asking people, like, before and after they took the medicine, how they were feeling, it’s how much better did you feel after you were taking X, Y, Z?  ” [2021/22 DM12]
“Because what we do tend to find is we get lobby groups come …it’s very polarised viewpoints that come in, and we do have consumers sitting on the panel, and they sort of try to make sense of this, and they’ll …go out to their own ... reach out to their own groups and …ask questions.” [2021/22, DM8]
[bookmark: _Hlk173160985]In both time periods, participants also noted that more work is required to collect data on societal perspectives beyond the affected patient groups of the decisions so relevant ethical, social and legal implications can be considered by decision-makers. Participants in 2022 went beyond this to say that this information is not just for situations involving the allocation of large amounts of money or where there may be polarising views but should be standardised and provided to decision-makers for every funding application.
“I think we really need to put as much effort into getting evidence from consumers and the society …. so broader, and it’s not just about the consumer condition, but the societal perspective on the value of this, as we do into collecting evidence about the effectiveness of something.  So we need to have it done in a rigorous way, we need to have it done in a standardised way so that all applications actually have this evidence coming through so that we can determine whether really the community does want... this particular intervention or way of interacting with the provider. [2021/22, DM8] 

“We need to put… effort into actually collecting information about what society really wants, because if we’re trying to … work that out, we need to have the evidence for it.”  [2021/22 DM 8]

“I think it’s very important …particularly at the higher-level decision-making where lots of money is involved and ethical issues have been discussed… a consumer perspective….  The most ideal way to do it is … to consult with consumers.  I was trying to do that with MSAC, …you couldn’t do it for every application, but you can do it for some, where there’s… lots of money involved and there might be very few, a tiny number of consumers where it might be to do with having a particular genetic makeup.  … You talk to them about what a particular test might… benefit them and their family.  I think that’s important.  But actually, those sorts of interventions aren’t very expensive, so they’re very cost effective.  …Also in the big health areas, like cancer, …screening, …diabetes, mental health, getting the consumer perspective just … broadens the discussion in a way that the very technical nature of those committees otherwise doesn’t get.  I think that’s where the consumer reps can play a really vital role to bring that human story into these discussions.” [2014 DM 4]

[bookmark: _Hlk173150747]3.2.2 Publicity
[bookmark: _Hlk150284683]
· Publicity regarding reasons for decisions creates tension and trade offs
[bookmark: _Hlk173153209]Broadly, participants believed Publicity had improved between 2014 and 2021/22 for PBAC and MSAC, but there remained challenges to achieving transparency in accordance with A4R. Participants reported two main ways committee decision rationale is publicised: i) via the publication of committee decision minutes known as Public Summary Documents (PSDs), and ii) via the detailed committee guidelines for MSAC and PBAC which are frequently updated to reflect contemporaneous issues, methods and relevant factors for decision-making. 

[bookmark: _Hlk173153388]In 2014, participants discussed the anticipated release of full PBAC committee minutes (released in July 2014) as PSDs with high hopes that it would achieve greater transparency according to A4R. The decision-makers discussed that up to that point only a summarised version of the committee minutes had been publicised and reasons and contextual factors considered in the decisions were previously not fully captured. 
“Norman Daniels, argues …. transparency as the first condition and that you don’t necessarily have to agree on the exact weight or whatever it might be, you have to be transparent about it.  And that’s …[why] we’re pushing pretty hard to try and make the Australian system much, much, much more transparent than it’s traditionally been.” [2014 DM10]
“One of the problems in the current system is … the public summary documents are done till they’re absolutely explicit as to what things were taken into account in the decision making. I think that’s one of the issues, …we’re trying to solve that by trying to get the full minutes into the public domain.” “it’s happening around the world,  …there’ll be some redaction but, in the end, you can’t stop common sense.”  “But you didn’t take into account,” “Oh yes, I’m sorry we did, but it wasn’t explicit.” [2014 DM7]
[bookmark: _Hlk173153405]In 2021/22 participants acknowledged the positive changes that had taken place with respect to Publicity but continued to reflect challenges in achieving full transparency as described by A4R.  Decision-makers reported struggles primarily stemming from system constraints, such as sponsor confidentiality concerns, and the complex nature of decision-making within the committees.  
[bookmark: _Hlk173153412]Requests from sponsors to keep key data and information confidential to protect their commercial interests is a primary constraint. Participants explained that as the PSDs are owned by the Health Department and sponsors also sign off on them, and that key information (including sponsor unpublished trial results, drug pricing, precise ICER and financial impact) are redacted, at the request of the sponsor to keep this information confidential.  This limits the ability of the committee to fully disclose key decision rationales.  
“The minutes aren't necessarily just owned by the committee, they're owned by the [Health] department and the sponsors also have a sign-off right on them.  So, when they're finally released, all those parties have agreed they can go out in that form, and the commercial in-confidence information’s redacted.”  [2021/22 DM1]
[bookmark: _Hlk173153442]In terms of the nature of decision-making, participants at both time points discussed that as committee decisions are based on implicit and explicit factors, implicit factors in particular are deliberated on qualitatively, these can be difficult to explain in PSDs.  In the process of deliberative decision-making, it can also be difficult to pinpoint an exact moment that a decision was changed.
“One of the things that PBAC and other HTA agencies around the world have been criticised for is its lack of transparency about how decisions are ultimately made, but I think it's actually quite tricky.  … I've thought about it myself [as] someone who's been around for a long time … I think it's probably quite … hard to put your finger on any one moment where a group of people suddenly went yes or no.  … I've seen discussants come in and do expert presentations, and you feel like 90% of the room is on one sort of decision.  And then… an articulate and sort of passionate person can turn that room around.  Now, that's not something you're going to sort of easily explain out there in the real world, are you, but I mean, it could be quite... significant…critical and …appropriate.  But it's hard to explain how that just happens” [2021/22 DM1]. 

“there's sort of two aspects to transparency …the ability of the committee to actually tell the general public what evidence was evaluated.  So the clinical studies, the cost-effectiveness ratio, and be explicit about that kind of information that was presented to us by the sponsors.  And we can't do that because we're hamstrung by commercial in-confidence requirements from the companies.  And the other aspect of transparency that I think we can do better is around … better articulating some of those contextual factors that we do take into account...where it's clear that consumers’ experience has genuinely been taken into account in the decision.  And there certainly are circumstances where looking at the evidence that's presented in a submission, you might be very much leaning towards a reject.  And then talking to consumers about their experience and what this change on a scale means in terms of their daily life and what they're able to do and achieve can flip a decision, or at least make it come closer than where it was.”  [2021/22 DM12]

[bookmark: _Hlk173156001]Lastly, in 2021/22 participants also reported tension between achieving full transparency and the risk of releasing too much information, which could set an unintended precedence. Such information could then be in future submissions to influence decisions in a direction that may not align with public’s best interest. 
“We've got to be very careful not to set a precedent in this area, because the public summary documents go out, and the sort of basic decision is made and the rationale for that decision is there.  And what often happens is that people that are wanting to then put up other applications will point to that, especially of the grey area.  If we say, we're going to fund this even though it doesn't look particularly cost-effective because it has these particular benefits …  then we've got to be really careful that we don't send a message that actually, we're happy to fund things that … aren't particularly cost-effective.  Because that might be a reason sometimes that we don't fund something, because …it's not cost-effective”.  [2021/22 DM8] 
[bookmark: _Hlk173156110]Participants also discussed changes they believed would further improve Publicity. One participant noted PSDs are quite technical documents so can be very difficult for consumers or the public to understand. A positive change identified by participants at MSAC was introduction of consumer summaries for all decisions which aimed to provide clear and accessible explanations of decision problems and rationales (this was introduced in 2019, such summaries are not yet available for PBAC PSDs).  Participants also discussed that the public, including the media, are often unaware of the PSDs and suggested measures to improve awareness, such as linking the consumer summaries on Health Department websites in a dedicated consumer area (rather than an area for industry). While the 2021 update of the MSAC guidelines has sections on ethical, social and legal implications, one participant believed further development was needed to publicise how consumer experiences are being meaningfully incorporated into the decision-making.
“we just updated the MSAC guidelines and the MSAC guidelines are really still just focused on the technical aspects of…critiquing evidence and building a model and all of that, and have not really added much in terms of ethical, social, legal implications… there's a whole separate piece that still needs to happen around the patient voice and the consumer voice and how that's integrated in a more meaningful and systematic way through the process.”  [2021/22 DM5]
Participants also noted the “very tight linkage in Australian between decision-making and payment” [2021/22 DM5]. Participants noted that the PBAC do recommend price reductions from companies as a means to achieve or improve cost effectiveness. This adds another layer of complexity to Publicity according to A4R.  One participant noted: 
“I'm happy that they [the PBAC] negotiates … and if their ability to negotiate in the best interests of the Australian people is impacted if they have to put everything online, then I think that they shouldn't have to put everything online [2021/22 DM10]. 
Participants interviewed also discussed experiences of gaming by the industry and thus not wanting to disclose full information for fear it may convey an unintended signal to industry that committees are prepared to fund treatments that are not cost effective. 
“The industry has actually managed to capture – or actually probably initiated the whole orphan drugs thing so that they can slice things into smaller and smaller populations and get more and more money for a more or less effective product.’ [2014 DM10]. 
“People realised there was money in [rare diseases], so there is a much bigger interest in pharma developing drugs for rare disease. … yes, it’s much more complex to do the trials, but reimbursement, or regulatory authorities and reimbursement authorities have been prepared to accept lower quality evidence for benefit for those rare diseases on the basis that they're rare, and particularly where they’re fatal, … where they are otherwise incurable … [2021/22 DM6]. 

· [bookmark: _Hlk164212475]Consumer representation improves Publicity and can reduce political pressure on committees

[bookmark: _Hlk173160465]Participants at both time points noted a potential benefit of consumer involvement in decision-making is improved transparency and legitimacy to decisions. Bringing consumers into policy setting decisions is also thought to reduce the need for advocacy through political processes.

“there’s currently … this unhelpful narrative that…the government won’t subsidise or PBAC won’t recommend because costs are too high.  But when you can engage consumers in the conversation, and share that commercial-in-confidence information with them so that they can actually see the data that we’re trying to evaluate. … equity is one of the principles that underlines our work.  We’re actually just trying to get cost-effective access.  Consumers understand that so they can help to be part of the solution.” [2021/22 DM3]
“we have to have a discussion with the community, because if we have a group of people, there’s end to MSAC’s decision-making, or recommendations, and the politicians need to have either the balls or the consensus across the community, that it is reasonable to limit some of these end of life expenditures.”  [2014 DM 3]
“We need to put…effort into actually collecting information about what society really wants because if we’re trying to…work that out, we need to have the evidence for it.”  [2021/22 DM8]
3.2.3 Revision

Applicants of PBAC and MSAC submissions are able to resubmit an application. Re-submissions are permitted without limit and can include new data, analyses, arguments, or justifications. When PBAC decides not to recommend, it is a statutory decision, and because of this an independent review is also available to sponsors whose submission to the PBAC has not resulted in a positive recommendation to list. The independent review is heard by reviewers unafﬁliated with the PBAC, the Health Department, and the pharmaceutical industry however applicants are not permitted to present new information or evidence beyond those considered by the PBAC. MSAC advice is not statutory and so are not subject to appeal by the applicant, however applicants are provided the option for a post MSAC debrief with the Health Department and can resubmit (MSAC, 2016). 

During the study period, several changes were introduced to the PBAC listing process (see Table 4), providing tailored resubmission pathways and advice with the aim to shorten the number of resubmissions needed to list on the PBS (See Section 3.5).  Decision-makers interviewed did not bring up any concerns with respect to Revision when discussing the decision-making process. 

3.2.4 Enforcement

In both 2014 and 2021/22, participants discussed aspects consistent with both regulatory and voluntary Enforcement of fair decision-making processes at PBAC and MSAC. Participants also noted that at the committee level, Enforcement of fair process is through deliberation, and this had improved over time with a broader committee. They also reported persistent system constraints on A4R with respect to tight timelines, submission volumes and precedent as a constraint on decisions.
   
· [bookmark: _Hlk164211794]Enforcement is achieved through deliberation (like a jury), no explicit thresholds, consistency is achieved through precedence

In 2014 and 2021/22, participants discussed both regulatory and voluntary Enforcement of fair decision-making processes at PBAC and MSAC. Regulatory Enforcement was particularly noted by participants for PBAC given the committee’s composition and decision criteria are stipulated by the National Health Act 1953 requiring the committee to consider comparative safety, comparative effectiveness and comparative cost and other factors.
“The [PBAC] is constrained by the National Health Act, so that’s comparative effectiveness, comparative safety – because we’re supposed to look at toxicity – and then comparative cost. … 101(3) of the National Health Act.  … Beyond that, then you go into all the technicalities of trying to make sense of a cost effectiveness evaluation and then … other factors.  [2014 DM10]

Voluntary Enforcement is also apparent through the continued broad stakeholder participation in the decision-making processes as noted by many participants across time. 

At both time points, participants discussed that at the committee level, Enforcement of fair process is through deliberation. In both time periods, formulaic approaches to decision-making were likened to “monkeys sitting on a committee” and were not considered sensible approaches.
“I think it’s reflective of the fact that it’s not monkeys sitting on a committee and it’s a sort of jury system … and people around the table bring their own preferences and those preferences come through in the submissions and in the responses and there’s that, …social personal … overlay that always comes to bear at some level or other.”  [2014 DM9]

The majority of participants across both time periods also reported strong preference for implicit rather than explicit decision thresholds (for example, an implicit ICER threshold). Participants drew comparisons with decision-making processes at NICE in the UK and reflected how the use of an explicit ICER threshold and how using an explicit ICER threshold, decision makers at NICE has “tied themselves in knots”.  Participants also noted that explicitness can encourage gaming.
“I just think that given what I’ve seen with the industry with gaming thresholds and gaming fixed numbers in economics, I think that a deliberative process is far less likely to be distorted systematically, if you like, compared to a weighted explicit 2.8 or whatever, 2.5 times the threshold type of gain” [2014 DM10].

[bookmark: _Hlk183816136]In enforcing fair process through deliberation, participants reflected on the importance of consistency in decision-making and noted this was largely achieved through decision precedence “mindful of what had been done before and in defending what looks like an apparent inconsistency” [2014 DM1]. One participant reflected this is also how the government expects the committees to operate, “to tackle the difficult technical and sometimes value laden issues and come up with their best advice in the circumstances in a practical and implementable way if it’s a positive thing, and defensible reasons if it’s not positive” [2014 DM1]. Participants drew similarities between the decision-making process and a jury, with evidence presentation followed by deliberation and judgement.  The decision and rationale then act as precedence for future decisions. Challenge to consistency due to recall bias was discussed by a participant: “if you asked everyone to recall what they'd done five years ago, they wouldn't necessarily remember correctly” but added “what's remarkable is how consistent the decision-making actually is, despite all that” [2021/2022 DM5]. Another participant reflected that the information to enable consistency in decision-making is often provided by Department officers, “with a depth of corporate knowledge about what's been done in the past and why it's been done. … they have no influence over the recommendation, but they provide that corporate context for consistency [2021/22, DM12]. Additionally, participants acknowledged that the industry contributes to consistency by citing precedence however this can also be used to constrain the committee “But you paid this for this reason, and so we're saying that we've got this reason, and so you have to pay us at least this much” [2021/22 DM10]. “I think that does mean that some people will be disadvantaged [due to this consistency]” [2021/22 DM6].  

· [bookmark: _Hlk164212700]Evolution of deliberative processes over time with broader committee memberships, inclusive culture to reflect societal values 

Between 2014 and 2021/22 participants also reported significant structural improvement to decision-making in accordance with A4R, by broadening committee membership at PBAC and MSAC to encourage deliberation (see also Relevance). One participated noted: 
“We are seeing an evolution of the deliberative process. Back in 1995 it was a group of old men, there was one woman on the committee, and they were all clinicians, and … there was little beyond looking at the effectiveness and cost of the drugs. We’ve added a lot more people and we’ve mixed the brew of people on PBAC. We have a whole range of consultative mechanisms that go with the PBAC processes, where we consult with interested parties.  And we spend a lot more deliberation around these matters and exploring those issues (more than we did).” [2021/22 DM6]. 

Participants reported that decisions are usually based on consensus, there is voting but votes are not formally documented. In 2014 one participant reported different members were perceived to carry different weights in forming a consensus.  This contrasted with decision-maker views in 2021/22, where decision-makers reported that broader committee membership created a balanced set of views, decisions are still by consensus and all member views are valued. The importance of the committee chairs in establishing a collaborative culture was noted. 
“[members] genuinely try and find a way forward, as opposed to, […] a couple of the more important sort of experts winning their way “[2021/22 DM1]. 
One participant in 2021/22 conceded that the committee may need to continue to evolve, including formally consulting the general public on value judgements, particularly when the budget impact is large.

Another aspect discussed by participants was the multi-layered, stepwise approach to the decision-making processes at MSAC and PBAC. Starting with a detailed critique of the sponsor submissions focusing on all the details, followed by review of the technical information by the relevant subcommittees (focusing on the technical competencies of the submissions) and finally MSAC or PBAC for deliberation. Each step relies and builds on the previous. Sponsors are also provided opportunity to respond to the issues raised at each step. One participant noted this structured approach is what allows for broader discussions at PBAC beyond the technical elements of the submission “since they [the technical information] were mostly done by the time the committee is sitting” [2021/22 DM1].  While participants noted their individual responsibilities to understanding the submissions, they also noted the benefits of having support from the broad expertise in the committee. 

· [bookmark: _Hlk164212447]Constraints on A4R –tight timelines and submission-based processes limiting wider consideration beyond the submission (impacting Relevance) 

Participants at both time points also noted system constraints on A4R, including the submission-based approach of current decision-making and the tight timelines prohibiting broader explorations of comparative effectiveness and cost effectiveness for example between a drug and other forms of care. Participants thought the current approach therefore encourages “silos of decision-making” [2021/22 DM6]. One participant in 2022 noted that effective consideration of equity, ethical, legal implications also depend on the issues being identified prior to MSAC or PBAC and but sometimes they “first comes to light when it gets to MSAC” and that’s “just not ideal. It can sway decision-making” [2021/22 DM5]. The participants noted that timelines are even tighter at PBAC. 

“PBAC has only a 17-week cycle, it’s really hard to address these things in a meaningful way” “left up to the judgement of the applicant and assessment group”. “Canvassed and touched on, my view is they are not done in a sufficiently systematic way.” [2021/22 DM5].

“if you think about, say, something like Autism Spectrum Disorder, we’re considering drugs which have potential costs of hundreds of millions of dollars, … is that the best [buy] for kids with Autistic Spectrum Disorder, or would … [schooling] or other forms of care that’s involved [be better buys].   …part of the problem on our system, …[is that] we have these silos of decision-making around some of these things” [2021/22 DM6]
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