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Introducfion
AbbVie Pty Ltd (hereafter AbbVie) is a global, research-based biopharmaceufical company commifted to 

discovering, developing, and delivering innovafive new medicines with disfinct and compelling benefits for 

people.  Our therapeufic focus areas include immunology, oncology, eye care, virology, and neuroscience.  Globally, 

approximately 57 million people are treated with AbbVie products annually across 60+ condifions and live in more 

than 175 countries.   

In Australia, more than 125,000 Australians currently benefit from our medicines.  In the 2022-23 financial year 

there were over 2 million PBS prescripfions wriften for AbbVie products. In 2023, over 2,500 Australians received 

compassionate access to our medicines. AbbVie is a member of the industry representafive body, Medicines 

Australia. 

Execufive Summary
As one of the key commitments in the Strategic Agreement between the Commonwealth and Medicines Australia, 

the HTA Review provides an opportunity to improve upon the performance of Australia’s HTA system and the 

policies that support it through purposeful, well-considered reforms that lead to transformafional change. It is 

incumbent upon all members of the healthcare ecosystem to engage deeply with the Review to ensure that 

opportunifies are realised and that proposed changes are analysed with the ambifion of ensuring Australian 

pafients have fimely access to the best health technologies available.  

In this context, AbbVie has reviewed the HTA Review Commiftee’s Opfions Paper in terms of whether the proposed 

Opfions for reform address the issues raised by stakeholders through Consultafion 1 and are aligned with the 

overarching goals and objecfives of the HTA Policy and Methods Review and Nafional Medicines Policy. The HTA 

reforms must ensure that there is earlier and sustainable access for pafients, without being at the expense of 

treatment choice or equity considerafions. Earlier and sustainable access for pafients will only be achieved if the 

reforms are also viable for manufacturers. Australia is a small market (represenfing <2%1) within a global context, 

therefore appropriate value recognifion is imperafive to ensure the future sustainability of the Australian 

medicines industry.  

In our evaluafion of the Opfions, AbbVie has also considered the quesfions posed regarding: 

- whether the proposed Opfion/s will achieve the intended outcome

- what the potenfial impact on stakeholders may be, and

- any unintended outcomes or challenges stemming from the proposed Opfions. 

Many of the proposed Opfions for reform do not contain adequate detail regarding the scope and plans for 

implementafion to enable a full and rigorous appraisal of potenfial risks and benefits. Therefore, when it comes to 

implementafion of the final recommendafions, priorifies and details must be discussed and negofiated with all 

stakeholders in a collaborafive, co-design approach. This is crifical to ensuring that the resulfing policies, processes, 

and methods are in accordance with the Strategic Agreement’s intent to strengthen Australia’s medicines 

1 hftps://defense.info/wp-content/uploads/2020/02/Australias-Medical-Supply-Chain.pdf 
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ecosystem in order to deliver better health outcomes for patients and keep Australia a global priority for the 

launch of new and innovative medical treatments. 

AbbVie considers the following Opfions are unacceptable as they are at odds with the overarching goals and 

objecfives of the HTA Policy and Methods Review and Nafional Medicines Policy and do not address the issues 

raised through Consultafion 1. These Opfions will limit pafient access to a range of treatment opfions, impede the 

launch of new treatments by creafing an unsustainable pricing environment, and jeopardise ongoing access to 

treatments for Australian pafients. 

- 3.3 Economic evaluafion: Selecfion of the comparator

- 4.1 Approaches to funding or purchasing new health technologies: Recognising compefifion between new 

health technologies that deliver similar outcomes (“Discounted cost-minimisafions”)

- 4.1 Approaches to funding or purchasing new health technologies: Post-lisfing re-assessment of health 

technologies (including an explicit disinvestment framework) 

- 5.6 Strengthen internafional partnerships and work sharing: Collaborafion with internafional jurisdicfions 

to deliver sustainable access to health technologies (joint purchasing groups)

The HTA Review is not an opportunity to (re-)negofiate or implement price reducfion measures to deliver savings 

on health expenditure; this falls outside the HTA Review Commiftee’s Terms of Reference2 as well as the terms of 

the current Strategic Agreement.3 It is therefore AbbVie’s expectafion that the final report provided to Government 

as part of this Review will not make any recommendafions that would breach the Strategic Agreement or be 

outside the Terms of Reference. 

AbbVie considers that significant amendments are required to the scope and implementafion of the following 

Opfions. In their current form these opfions will not deliver on the overarching goals described above. AbbVie has 

recommended amendments to these opfions to ensure there are no negafive and unintended consequences for 

stakeholders.  

- 2.1 Streamlining and aligning HTA pathways and advisory commiftees: Expanding role of PBAC

- 2.2 Proporfionate appraisal pathways: Streamlined pathways for cost-minimisafion submissions

- 2.2 Proporfionate appraisal pathways: Early resolufion mechanisms for submissions of major new 

therapeufic advances in areas of HUCN

- 2.2 Proporfionate appraisal pathways: Development of a disease-specific common model for disease areas 

with high acfive product development

- 4.1 Approaches to funding or purchasing new health technologies: Bridging funding coverage for earlier 

access to therapies of HATV and HUCN

- 4.1 Approaches to funding or purchasing new health technologies: Pricing offer and negofiafion guidance 

framework

AbbVie is supporfive, in principle, of the following Opfions as through robust consultafion and appropriate 

implementafion, they are likely to improve fime to access for Australian pafients and maintain Australia’s 

aftracfiveness as a launch country for new health technologies. 

2 hftps://www.health.gov.au/sites/default/files/2023-03/health-technology-assessment-policy-and-methods-review-terms-of-reference.pdf 
3 Strategic Agreement hftps://www.medicinesaustralia.com.au/wp-content/uploads/sites/65/2023/10/ma-strategic-agreement-22-27.pdf 
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- 1.2 Consumer, clinician and other stakeholder engagement and considerafion in HTA: Develop an 

engagement; Strengthen consumer evidence 

- 2.2 Proporfionate appraisal pathways: Decoupling the requirement for the TGA Delegate’s Overview to 

support PBAC advice

- 3.2 Clinical evaluafion methods: Develop an explicit qualitafive value framework

- 3.3 Economic evaluafion: Valuing overall 

- 5.1 Proacfively addressing areas of unmet clinical need and gaps in the PBS: Development of a priority list; 

Idenfificafion of therapies to meet priority list

- 5.4 Mechanisms for confinuous review and improvement: Mechanism for confinuous review and 

improvement of current HTA policies and methods

- 5.5 Capacity and capability of the HTA system: Improve HTA capacity and workforce in Australia

AbbVie is commifted to supporfing the implementafion of Opfions that will clearly solve for current issues and 

deliver on the shared goals between Industry and the Commonwealth through achieving fimely access for pafients 

and maintaining the aftracfiveness of Australia as a launch country for future health technologies.  
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1. AbbVie’s Posifion
AbbVie has a steadfast and long-standing commitment to ensuring that Australians have fimely, sustainable and 

equitable access to innovafive and new medicines that improve health outcomes. As a company that provides 

medicines for many thousands of Australians, we are deeply engaged in the Health Technology Assessment (HTA) 

Policy and Methods Review and provide the following response to the second round of consultafion.  

The HTA Policy and Methods Review (HTA Review) is one of the key commitments in the Strategic Agreement 

between the Commonwealth and Medicines Australia4  and provides an opportunity to improve upon the 

performance of Australia’s HTA system and the policies that support it through purposeful, well-considered 

reforms that lead to transformafional change.  

Despite significant inifiafives implemented over the last 30 years,5 further progress is sfill required, with a recent 

analysis showing that only 24% of globally approved medicines were Pharmaceufical Benefits Scheme (PBS) listed 

in Australia from 2012-2021, and only 12% of new medicines were PBS listed in Australia within one year of global 

first launch.6 Pafients sfill wait 466 days on average for PBS access to a new medicine following ARTG registrafion7

therefore it is imperafive that Australia’s HTA system evolves to: 

- resolve the exisfing issues, 

- be primed to ensure pafients have both fimely and equitable access to all future health technologies, and 

- ensure the aftracfiveness of Australia as a first-launch country through fostering a sustainable medicines 

industry that recognises value through the enfire product life cycle. 

On this basis, following review of the Opfions Paper released by the HTA Review Reference Commiftee, AbbVie is 

concerned that a number of the Opfions proposed do not deliver against the stated objecfives of the HTA Review, 

which were to idenfify features that:

- are working effecfively

- may act as current or future barriers to earliest possible access 

- may act as current or future barriers to equitable access 

- detract from person-centeredness 

- may be creafing perverse incenfives

and will not support the transformafion of Australia’s HTA system that is required. It’s important to note that the 

majority of Opfions proposed lack sufficient detail around implementafion to enable a full assessment of potenfial 

risks and benefits. The absence of comprehensive referencing to supporfing evidence has also made it challenging 

to understand the rafionale behind the Opfions and idenfify which gaps idenfified in Consultafion 1 are being 

addressed. 

Certain changes proposed in the Opfions Paper, if implemented, could result in an ecosystem that is unviable for 

Sponsors to launch in and maintain pafient access, leading to limited treatment opfions for clinicians and pafients, 

4 Strategic Agreement hftps://www.medicinesaustralia.com.au/wp-content/uploads/sites/65/2023/10/ma-strategic-agreement-22-27.pdf 
5 GSK hftps://au.gsk.com/media/6259/gsk-viiv-the-pbs-in-australia-feb-2018.pdf  
6 PhRMA hftps://phrma.org/en/resource-center/Topics/Access-to-Medicines/Global-Access-to-New-Medicines-Report 
7 Medicines Australia hftps://www.medicinesaustralia.com.au/publicafions/medicines-mafter/
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and a treatment landscape that lags behind other comparable jurisdicfions. With Australia being a comparafively 

small market within the global context, accounfing for only 2% of the global pharmaceufical market and imporfing 

over 90% of medicines,8 the wholesale devaluafion of medicines within our single payer system has the potenfial 

to drive global organisafions to priorifise launching new health technologies in other markets. The Industry has 

already delivered over $12 billion in budget savings through successive Strategic Agreements9 which have 

contributed to Australia having some of the lowest prices for medicines in the world. AbbVie therefore cannot 

accept proposals within the Opfions Paper that lead to the further devaluing of medicines and reduce Australia’s 

launch viability.

Improving fime to access for Australian pafients can be achieved through an efficient HTA system which 

appropriately values medicines, so that Sponsors are able to bring new technologies to pafients as early as possible 

and confinue to make them available post-launch. The complex dynamics and inextricable links which exist 

between all stakeholders within the Australian medicines’ ecosystem are depicted in Figure 1. This diagram clearly 

illustrates the importance of the Australian Government’s confinued investment in medicines, with the 

downstream impacts of reduced spend being fewer reimbursed product launches and decreased research 

investment in Australia, both of which lead to a detrimental impact on health outcomes for pafients. This is in 

direct conflict with the vision and aims of Australia’s Nafional Medicines Policy 2022 which is to achieve the world’s 

best health, social and economic outcomes for all Australians through a highly supporfive medicines policy 

environment, including support for a posifive and sustainable policy environment to drive world-class innovafion 

and research, including translafional research.10

Figure 1 The key dynamics and stakeholders in Australia’s medicines ecosystem11

The Opfions Paper appropriately places a strong emphasis on measures to improve speed to access to innovafive 

or disrupfive health technologies through recommendafions related to cost-effecfiveness submissions for health 

technologies of high added therapeufic value (HATV) in areas of high unmet clinical need (HUCN). There is 

inadequate detail provided in the report to define how treatments of HATV and HUCN will be determined, however 

it is expected that these treatments will only apply to a very small number of Australian pafients.

Contrasfingly, a set of Opfions that would negafively affect the majority of Pharmaceufical Benefits Advisory 

Commiftee (PBAC) submissions (> 50%),12 has been proposed for health technologies submifting on a cost-

8 hftps://defense.info/wp-content/uploads/2020/02/Australias-Medical-Supply-Chain.pdf
9 hftps://www.medicinesaustralia.com.au/media-release/governments-savings-on-pbs-far-outweighs-investment-in-new-medicines/
10 hftps://www.health.gov.au/sites/default/files/2022-12/nafional-medicines-policy.pdf
11 Image used with permission: Chrisfian Sellars, Feb 2024.
12 MAESTrO Database. Analysis of PBAC submissions and their related outcomes & fimelines. December 2020; hftps://www.aph.gov.au/Document 
Store.ashx?id=95119276-cde3-4aa0-b784-8773ff3692a2&subId=693442. In the period 2010-2019, n=216 (ever CEA) vs n=266 (inifial CMA).
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minimisafion basis, with cost-reducfion measures embedded within the pathways proposed to accelerate pafient 

access. Requiring or incenfivising Sponsors of health technologies deemed to provide equivalent efficacy and 

safety to offer a lower price in order to be reviewed via a streamlined HTA pathway is not aligned with the 

fundamental objecfives of the HTA Review, nor the overarching goals shared between the Industry and 

Commonwealth.13 The Opfion proposing “discounted cost-minimisafions” is not aligned with the assessment of 

comparafive value, therefore represents a concerning deviafion from the tenets of HTA on which funding of new 

technologies should be based. Mandafing or incenfivising companies to accept a price below parity at launch, 

along with accelerated price erosion over fime due to reference pricing mechanisms could result in Australia being 

depriorifised or excluded from the launch sequence for new health technologies. This would mean a contracfion 

in access for Australian pafients, who benefit from being able to access a range of treatments with varied 

mechanisms of acfion, modes of administrafion and dosing schedules based on pafient preference, treatment 

response and tolerability. Over fime, this may also mean that Australian clinical pracfice will not be able to keep 

pace with evolving internafional consensus guidelines, and Australian pafients would not be able to achieve the 

same treatment targets and goals as pafients in countries where health technologies are valued appropriately.

Another Opfion focused on cost-reducfion is the proposal for post-lisfing re-assessment of health technologies 

against an explicit disinvestment framework (4.1). While it is lacking in detail, the proposal of a new post-lisfing 

reassessment process is duplicafive, given the recently revised post-market review (PMR) framework.14 An explicit 

disinvestment framework, without any equivalent proposal to increase investment where pafient outcomes are 

more favourable than expected, is asymmetric and lessens Australia’s aftracfiveness as a market for new health 

technologies. The potenfial for re-assessment via a disinvestment framework to be leveraged to drive price 

reducfions in order to avoid de-lisfing represents a perverse incenfive and is not aligned with the goals of the HTA 

Review and could have broader implicafions when considered alongside other Opfions described below. 

Importantly, AbbVie notes that this Opfion does not address the potenfial impact to pafients and how confinuity 

of treatment will be managed in the event of a product no longer being funded through the PBS.  

The Opfions Paper also did not propose an acceptable solufion to the long-standing issue of comparator selecfion. 

The misalignment between the definifion of comparator in the PBAC Guidelines and the PBAC’s interpretafion of 

“alternafive therapy” in the Nafional Health Act 1953 (Secfion 101(3B)) was idenfified as a specific method-related 

challenge creafing perverse incenfives in the Consultafion 1 Report15 and the immediate implicafion that in 

pracfice this means that alternafive therapies that are not the therapy most likely to be replaced may be relevant 

to the assessment for the purposes of pricing was arficulated in the Draft paper: HTA Methods: Economic 

Evaluafion.16 However, the Opfions paper did not propose any amendments to the legislafion to address this issue 

and as such it will confinue to impact the ability of new treatments to launch and maintain access in Australia and 

limit pafient access to a range of treatment opfions.

The possible expansion of the PBAC’s authority is posed throughout the Opfions Paper, including an expanded 

scope for the PBAC to make recommendafions across a broader range of funding pathways, potenfial legislafive 

13 Strategic Agreement hftps://www.medicinesaustralia.com.au/wp-content/uploads/sites/65/2023/10/ma-strategic-agreement-22-27.pdf 
14 hftps://www.pbs.gov.au/info/reviews/subsidised-medicines-reviews#framework 
15 hftps://www.health.gov.au/resources/publicafions/health-technology-assessment-policy-and-methods-review-consultafion-1-report 
16 hftps://www.health.gov.au/sites/default/files/2024-01/hta-policy-and-methods-review-draft-paper-hta-methods-economic-evaluafion.pdf
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change to permit the PBAC to apply condifionality to recommendafions, and a framework for disinvestment and 

possible de-lisfing. These Opfions include:

- 2.1 Streamlining and aligning HTA pathways and advisory commiftees: Expanding role of PBAC

- 4.1 Approaches to funding or purchasing new health technologies: Bridging funding coverage for earlier 

access to therapies of HATV and HUCN

- 4.1 Approaches to funding or purchasing new health technologies: Post-lisfing re-assessment of health 

technologies (including an explicit disinvestment framework) 

While AbbVie would, in principle, support an expansion of scope to make recommendafions across mulfiple 

funding pathways, the PBAC must remain an independent advisory body that provides advice to the Minister for 

Health as to which products should be funded based on a comparafive assessment of efficacy, safety and cost 

effecfiveness. It is critical that the Minister for Health remains the final decision-maker for all determinations 

pertaining to the funding of health technologies in Australia. 

Overall, some of the Opfions presented throughout the Paper appear to proliferate, rather than streamline, current 

processes while also introducing addifional rigidity and stringency into the system. the Opfions presented to 

improve upon exisfing early re-entry pathways (2.2) place restricfions on resubmissions, which will leave Sponsors 

opfionless in the event of being unable to safisfactorily address deficiencies or when pricing negofiafions reach an 

impasse. A set of pathways that result in treatments exifing the HTA review cycle with no pathway for resubmission 

is clearly not in the best interests of pafients. It is unclear how these proposed pathways deliver on the goals of 

the HTA review when they could ulfimately lead to reduced access.

It is therefore AbbVie’s posifion that the Opfions Paper presents a set of recommendafions with varying potenfial 

to deliver the transformafive system-level change required to meet the overarching objecfives of the review. 

AbbVie is supporfive, in principle, of a number of construcfive Opfions that have been proposed that relate to 

enhanced consumer input, equitable access to health technologies, an explicit qualitafive value framework, 

decoupling of regulatory advice from PBAC submission considerafion and improving HTA capacity. These potenfial 

benefits are contrasted with the significant risks associated with Opfions addressing proporfionate appraisal 

pathways (2.2) and approaches to funding or purchasing new health technologies (4.1), which serve to contain 

PBS spend instead of being founded on the principles of HTA. AbbVie is unable to accept these Opfions, as they 

will not improve the fimeliness of pafient access and maintain Australia’s aftracfiveness as a first-launch country 

for new health technologies.  

Note: The wriften response prepared by AbbVie focuses on the Opfions which may present the greatest risk, or may 

lead to greatest potenfial benefit, for all relevant stakeholders. AbbVie has also responded to the online survey; a 

table summarising AbbVie’s survey responses can be found in Appendix 1. 
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- Any pricing offer and negofiafion guidance framework should be with the procedural purpose of providing 

clear instrucfion and guidance with respect to pricing methods and improving transparency and certainty 

for Sponsors by outlining grey areas and policy nuance that Sponsors may be unaware of. 

- AbbVie’s Consultafion 1 response made the pragmafic recommendafion to reintroduce a pricing methods 

manual as previously used prior to 2014 to ensure transparency and predictability of negofiated PBS 

prices. Furthermore, where there are different interpretafions between Sponsors and the Department of 

Health and Aged Care (DoHAC) around the PBAC’s pricing recommendafions, there should be a pathway 

to clarify these mafters with PBAC in an expedited manner. 
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5. Final Remarks 
The HTA Review, one of the key commitments in the Strategic Agreement between the Commonwealth and 

Medicines Australia,28 provides a unique opportunity to improve upon the performance of Australia’s HTA system 

and the policies supporfing it. This can only be achieved through purposeful, well-considered reforms that focus 

on accelerafing pafient access and maintaining Australia’s aftracfiveness as a first-launch country for new health 

technologies without resulfing in negafive and/or unintended consequences for stakeholders.29

AbbVie is in principle supporfive of Opfions which raise and strengthen the consumer, i.e. pafient, carer and 

clinician voice in the HTA process, and place a greater emphasis on the importance of incorporafing broader pafient 

and societal values into the evaluafion of new health technologies however this must not be at the expense of 

speed to lisfing. The key to achieving this will be in the implementafion of a number of these Opfions, including 

broad and comprehensive consultafion with relevant stakeholders, and ensuring that the appropriates KPIs and 

measures are in place to assess the success of their implementafion. 

Subsidising new life-saving and life-improving therapies should be viewed as the investment that it is, reaping 

broad societal benefits as demonstrated in the 2019 research paper: Measuring the Impact of Pharmaceufical 

Innovafion in Australia 1998–2018, authored by economist, Professor Frank Lichtenberg. The paper showed that 

PBS-listed pharmaceufical innovafion improves pafient outcomes, reduces hospital demand, and is cost-

effecfive.30 While focused on cancer medicines, the findings and concepts are applicable to any treatment that 

generates improvements in health outcomes. 

To date, Industry has delivered over $12 billion in budget savings through successive Strategic Agreements31 with 

the result that Australia has some of the lowest prices for medicines in the world. While this is beneficial for the 

Australian government, further erosion of price will endanger the viability of the industry in the AU market. While 

PBS expenditure has grown in nominal terms by $3 billion over 10 years, it has decreased from 20% to 17% of 

overall healthcare expenditure.32 Government scrufiny of PBS spending is focussed on growth in the costs rather 

than the efficiency and value delivered through Australia’s HTA system. A more appropriate measure of the overall 

impact of the Government’s investment in medicines on the PBS would be examining expenditure in terms of the 

health benefits delivered (e.g. comparing total costs with nafional health targets).  

AbbVie upholds that the allocafion of funds and investment in the PBS should be concordant with the health 

outcomes it delivers, therefore the introducfion of addifional reforms to limit spending through Opfions focused 

on price reducfion and cost-containment is both counterproducfive and damaging for the Australian medicines 

industry. The (re-)negofiafion or implementafion of price reducfion measures to deliver savings on health 

expenditure falls outside the HTA Review Commiftee’s Terms of Reference33 as well as the terms of the current 

Strategic Agreement.34 AbbVie’s expectafion that the final report provided to Government as part of this Review 

28 Strategic Agreement hftps://www.medicinesaustralia.com.au/wp-content/uploads/sites/65/2023/10/ma-strategic-agreement-22-27.pdf 
29 hftps://www.health.gov.au/sites/default/files/2023-03/health-technology-assessment-policy-and-methods-review-terms-of-reference.pdf  
30 Measuring the Impact of Pharmaceufical Innovafion in Australia 1998–2018: hftps://www.medicinesaustralia.com.au/wp-
content/uploads/sites/65/2020/11/Med-Aus-Lichtenberg-Report-12pg-Booklet.pdf 
31 hftps://www.medicinesaustralia.com.au/media-release/governments-savings-on-pbs-far-outweighs-investment-in-new-medicines/ 
32 hftps://www.medicinesaustralia.com.au/wp-content/uploads/sites/65/2023/06/Funding-Innovafive-Medicines-1.pdf
33 hftps://www.health.gov.au/sites/default/files/2023-03/health-technology-assessment-policy-and-methods-review-terms-of-reference.pdf 
34 Strategic Agreement hftps://www.medicinesaustralia.com.au/wp-content/uploads/sites/65/2023/10/ma-strategic-agreement-22-27.pdf 
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will not make any recommendafions that would breach the Strategic Agreement terms or be outside the Terms of 

Reference.  

Many of the proposed Opfions for reform will require significant discussion and negofiafion with all stakeholders 

in a collaborafive, co-design approach in order to determine how the final recommendafions are priorifised and 

implemented in order to deliver the best possible outcomes for Australian pafients and uphold the sustainability 

of the Australian medicines ecosystem. AbbVie remains commifted to this process through supporfing the 

implementafion of a subset of Opfions, as described above, that deliver on the goals of the HTA Review by 

achieving fimely access for pafients and maintaining the aftracfiveness of Australia as a launch country for all 

health technologies. 












