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Introduction 

Medicines Australia writes in relation to the above committee inquiry with specific 
emphasis on biosimilars policy and “schedule equivalence” in the context of biosimilar 
medicines (i.e. the specific provisions relating to schedule equivalence in S.85 (6) and 
101 (4AACD)). 

Medicines Australia, signed a Letter of Intent with the Commonwealth of Australia on 27 
May 2015 recognising savings from the uptake of biosimilar medicines and its impact for 
price disclosure policy. Medicines Australia modelling (conducted in 2014) showed the 
existing PBS architecture of moving biosimilars, and the originator biologic, to the F2 
formulary (with a statutory minimum 16% price cut and the application of price 
disclosure), will deliver the necessary savings whilst maintaining a policy which does not 
inadvertently compromise either the clinician’s role or patient safety.  

In order to develop the appropriate policy framework in this new and emerging area of 
medicines policy, Medicines Australia would like the Senate Committee to recommend 
that the Government undertakes broad and transparent public consultation across all 
stakeholders, including industry, clinicians and patient organisations, with the aim of 
producing informed guidance on how and under what circumstances “a” flagging of 
biosimilar medicines can occur. Given the general consensus from non-Government 
stakeholders at the Senate inquiry that patient safety is the key concern for the 
biosimilars issue, Medicines Australia believes its suggested approach would provide 
comfort to all stakeholders. 

 

Recommendations 

Patient safety should be paramount in biosimilar medicines policy  

Medicines Australia acknowledges that patient safety is a mutual concern of 
Government, industry and the community as a whole. 

It is Medicines Australia’s position that the Australian Government’s policy on biosimilar 
medicines should: 

1. Ensure patient safety is the first priority. 
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2. Affirm the TGA's role to assess evidence on suitability of biosimilars for 
substitution, pre and post market, in order to advise the PBAC and the Minister. 
This would ensure that decisions that affect patient safety have regard for TGA 
advice. 
 

3. Recognise that the absence of evidence does not equate to evidence of safety. 
Thus, in the absence of evidence, the presumption against substitution must 
apply. 

 

Biosimilars consultation process has been problematic 

In the context of biosimilar medicines, Medicines Australia has concerns regarding the 
direction of Government policy and the process under which this policy has been 
developed. Consultation appears limited to Department of Health, on behalf of the 
Minister for Health, seeking advice from the Pharmaceutical Benefits Advisory 
Committee (PBAC) and the generic medicines industry, represented by the Generics 
Medicines Industry Association (GMiA), in the context of the development of a 
commercially focused agreement.  

The GMiA agreement, signed 24 May and released 27 May, contained the explicit 
undertaking that biosimilars would by default be treated as automatically substitutable 
by pharmacists. This announcement in the GMiA agreement was accompanied by 
simultaneous publication of the PBAC outcomes. Medicines Australia was surprised by 
this announcement as they had not been involved in any consultation on the matter. 

The PBAC advice was made without transparent consultation. On a number of 
occasions, through MA-PBAC engagement and the reinvigorated Access to Medicines 
Working Group (AMWG) the industry has proactively set out our recognition of the 
priority areas of policy, including on biosimilars.   

Currently, the national biosimilars position has been set through a deficient consultation 
process which risks patient safety and does not support PBS sustainability, certainty 
and predictability. In fact, there is significant international concern from patients, 
clinicians and manufacturers regarding the possible Australian situation. Member 
companies, the majority suppliers of current and future biosimilars, are being questioned 
on the sudden and inconsistent position on biosimilars being taken by the Australian 
Government and the implications for future access as a whole.    

 

The National Health Amendment Bill, Biosimilar Substitution & Patient Safety 
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The National Health Amendment (Pharmaceutical Benefits) Bill 2015 (Bill) makes 
explicit the primary responsibility on ‘substitution’ advice, including for biosimilar 
medicines, to the PBAC. It provides that the Minister, in deciding whether the brand of 
pharmaceutical item is to be interchangeable (ie able to be substituted by a pharmacist), 
must have regard to the advice of the PBAC.  Following its April 2015 Special meeting 
to consider the reimbursement of biosimilar medicines, the PBAC published its policy 
which specifically set out that ‘a’ flagging (determining that a biosimilar was substitutable 
for the originator biologic medicine) would be the PBAC’s default positon and that a 
relevant consideration in establishing that a biosimilar could be substituted at the 
pharmacy level would include the “absence of data to suggest significant differences in 
clinical effectiveness or safety compared with the originator product” (copy of PBAC 
policy in Attachment 3).  The provisions of the Bill empower the PBAC to execute its 
policy and, as it stands, recommend substitution in the absence of evidence of safety or 
effectiveness of such uncontrolled pharmacy substitution. 

The PBAC biosimilar substitution policy was generated without broad or appropriate 
consultation with external clinicians, organisations, patient groups, consumer groups, 
medicines manufacturers, pharmacists or other concerned parties.  At the public hearing 
on 18 June, the Committee heard the universal concern expressed by representatives of 
those key stakeholders present at this development. 

This legislative enablement of PBAC policy on biosimilar substitution puts Australia out 
of step with the rest of the world.   In effect, biosimilars can be deemed substitutable at 
the pharmacy level unless evidence is provided to establish otherwise. 

This undermines the established structure of regulating medicine which is based on 
evidence and safety first. As referenced below in further detail, the Therapeutic Goods 
Administration (TGA) plays a fundamental role in monitoring and evaluating the safety 
and evidence of the medicines that Australians rely on daily. The Government’s policy 
diminishes the TGA’s role in safeguarding the health of Australians and raises concerns 
regarding the quality of decision making and ultimately patient safety.  

Australia would be taking an unprecedented step in removing key decisions on science, 
evidence and patient safety from the medicines regulator and giving primary responsibility 
to a funding assessment body. 

Medicines Australia is concerned that this legislation, when viewed in light of the GMiA’s 
agreement with Government, and coupled with recent PBAC outcomes, will enable “a” 
flagging of biosimilars based on PBAC advice and in the absence of evidence. 

 

Medicines Australia supports appropriate substitution of biosimilars  
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To be clear, Medicines Australia supports appropriate substitution of biosimilar 
medicines, demonstrated by fit-for-purpose evidence. Medicines Australia wants a 
successful and viable biosimilars market and fundamentally supports the architecture of 
PBS reform, the separate formularies and the ability to use the market to create 
efficiencies in off-patent medicines. 

However, we cannot support a policy direction that, by absence of evidence and/or due 
advice, may allow, through inaction, inappropriate substitution to occur. Inappropriate 
substitution of biosimilar medicines is a critical public safety issue as it has the serious 
potential to result in unintended harm to patients. 

 

Australia would be acting alone in allowing pharmacy level substitution of 
biosimilar medicines 

It is worth noting that comparable regulators around the world have cautioned against 
the suggestion that pharmacy should be able to dispense a biosimilar which may be 
different from the one which the patient has been prescribed by their clinician. This is 
the position of regulators such as the FDA, Health Canada, as well as some 20 
countries in Europe (See Appendix 1). 

Further, many authoritative independent stakeholders such as the Council of Australian 
Therapeutic Advisory Groups (CATAG) and the South Australian Medicines Advisory 
Committee (SAMAC) have conveyed clear evidence-based positions on the issue: 

CATAG this year outlined in Guiding Principle 4, “a biologic is not 
interchangeable with its biosimilars at dispensing and should only be substituted 
with the prescriber’s knowledge and consent”. 

SAMAC stated in 2014, “replacement of an innovator biologic with a biosimilar or 
vice versa should take place only under the supervision of the prescriber. 
Therefore biosimilars are not interchangeable at the pharmacy level”. 

The PBAC’s equivalent organisation in the UK, the National Institute for Health and 
Care Excellence (NICE) updated its methods for providing guidance and advice on 
biosimilar medicines.  The NICE position includes the statement that, “Evidence 
summaries will use the brand names of the medicines because substitutability and 
interchangeability cannot be assumed (our emphasis).” Through this, the NICE is taking 
an explicit stance against a default position of substitutability.  

International practice is evolving without losing focus on patient safety. For example, in 
France there is a provision not yet operative to allow pharmacy dispensing of the 
originator biologic or the associated biosimilar for patients who have not received prior 
treatment with the biologic medicine. It is important to emphasise that this practice only 
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applies to patients who have not had prior exposure to the biologic molecule, i.e. 
patients who are effectively at the same level of risk of an immunologic event. Critically, 
once the biologic or biosimilar is dispensed the patient remains on that therapy unless 
the prescribing doctor changes the medicine to be dispensed.  

 

Biosimilars are not generic medicines 

Biologics are made using living cells and all biosimilars differ from the originator and 
from each other. As their name implies, biosimilars are similar, but not entirely the same 
as their originator biologicmedicine of reference. The active substance of a biosimilar 
must be similar, in molecular and biological terms, to the active substance of the 
reference biologic. However, both are made of complex molecules which are made 
using living organisms. Due to this inherent complexity and batch-to-batch variation this 
leads to varying degrees of biosimilarity.  

For this reason biosimilar medicines are not regulated as generic medicines, as one 
biological medicine cannot be identical to another due to inherent variability introduced 
via their production in biological systems. The Therapeutic Goods Administration (TGA) 
has adopted a robust science-based approach for the approval of biosimilars which is 
aligned with the requirements of the WHO, European Medicines Agency (EMA) and US 
Food & Drug Administration (FDA).  The stepwise biosimilar development process, 
including head-to-head analytical and clinical comparisons with the reference biologic, is 
designed to address whether there are clinically meaningful differences at the 
population level. This development program is not intended to address questions 
of substitutability at the individual patient level. 

As recently as early 2015 the TGA indicated that the ARGPM guideline on the TGA 
website (https://www.tga.gov.au/evaluation-biosimilars) were the basis for the evaluation 
of biosimilars and at present this guideline is the basis on which the TGA anticipate that 
biosimilar submissions put to TGA will be evaluated. The TGA acknowledge, and we 
fully support, that there is a need to monitor and respond to technical and regulatory 
developments with biosimilars globally.  

Further the TGA guideline states, as biosimilars are not generic versions of their 
reference products, to inform the prescriber the text of the PI should include words to 
the effect of,  

The comparability of the biosimilar with the Reference product has been 
demonstrated, with regard to particular physicochemical characteristics and 
efficacy and safety outcomes. The level of comparability that has been shown 
supports the use of the biosimilar product for the listed indication.  The level of 
comparability that has been shown is not sufficient to designate this product as a 
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generic version. Replacement of [Reference product name] with [biosimilar 
product name], or vice versa, should take place only under the supervision of the 
prescribing medical practitioner, 

as the first paragraph under Precautions. Whilst the TGA guidance is under review, it 
represents current TGA policy and remains on its website. The TGA has indicated that 
MA will be part of a consultation process in mid-2015 to update its guidance. Given the 
proposed review, it is not appropriate to have a major shift in biosimilars policy. 

Sound public policy must reflect the fundamental scientific differences between 
traditional chemical drugs and biologic medicines, particularly in terms of permitting a 
pharmacist to dispense a different product than the one prescribed by the patient’s 
doctor. The guiding principle for the approval and practice of medicines has always 
been “evidence precedes approval and practice”. 

Biosimilars are considered an important opportunity to bring valuable therapies to 
patients at a lower cost.  A default position in favour of substitution may put patients at 
risk with inappropriate substitution risking harm to patients, for example, through 
unwanted immune reactions. Further, poorly implemented biosimilar policy could hinder 
public confidence in adoption of these medicines which would ultimately negatively 
impact on cost savings and sustainability.  

 

The essential role of the TGA in providing advice on whether a biosimilar meets 
the standard required for pharmacy level substitution to be safe and effective 

As mentioned above, Medicines Australia has significant concerns that the 
Government’s policy diminishes the TGA’s role in safeguarding the health of 
Australians. The TGA plays a fundamental role in monitoring and evaluating the safety 
and evidence of the medicines that Australians rely on daily and must therefore be a 
critical source of advice on whether pharmacy level substitution of a particular medicine 
is appropriate, and the monitoring of post-market safety. 

A generic medicine is, by definition, the ‘same’ and therefore once it has been 
determined by the TGA to be safe and effective etc., the question of substitutability is a 
simple matter that is managed by the PBAC Secretariat.  In contrast, as a biosimilar 
medicine is, by definition, not the same, the question of substitutability is a highly 
complex issue.  As biosimilars cannot be assessed as equivalent in the same way as 
small molecules, additional advice in determining the substitutability of a biosimilar 
medicine is required. This step will rely primarily on evidence and is within the TGA’s 
core responsibilities as the medicines safety regulator. 
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The diagram below details the elements that must be satisfied for a biosimilar to be 
deemed substitutable.  This includes the additional step identified above that involves 
key patient safety considerations, the analysis of clinical and safety data, and must 
include a role for the TGA as the medicines safety regulator.   

 

 

 

We note, for example, that in the USA it is the medicines safety regulator, the Food and 
Drug Administration (FDA), which determines whether a medicine is substitutable (i.e. in 
USA terms ‘interchangeable’).  Further, it is established in USA legislation that the FDA 
must be satisfied that a higher standard than biosimilarity alone must be achieved for a 
medicine to be deemed interchangeable.1 The USA law includes this higher level of 
evidence for interchangeability as many stakeholders, including FDA, recognise that the 
substitution of biologics presents more risks than in the generic context.2 

The PBAC itself has in the past viewed the TGA as the relevant authority to provide 
advice on biosimilar substitution.  For example, the first biosimilar to be considered by 
the PBAC was filgrastim in November 2010. At the time, the PBAC recommended that 

                                                 
1“An interchangeable biological product, in addition to meeting the biosimilarity standard, is expected to 
produce the same clinical result as the reference product in any given patient, and for a product that is 
given to a patient more than once, the risk in terms of safety and effectiveness of alternating or switching 
between the interchangeable and the reference product is not greater than the risk of using the reference 
product without alternating or switching.” Available at 
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/Approval
Applications/TherapeuticBiologicApplications/Biosimilars/ucm241718.htm  
2 Statement of Janet Woodcock, M.D., Deputy Commissioner, Chief Medical Officer, Food and Drug 
Administration, before the Subcommittee on Health, House Committee on Energy and Commerce, 
“Assessing the Impact of a Safe and Equitable Biosimilar Policy in the United States (May 2, 2007) (“To 
establish that two protein products would be substitutable, the sponsor of a follow-on product would need 
to demonstrate through additional clinical data that repeated switches from the follow-on product to the 
referenced product (and vice versa) would have no negative effect on the safety and/or effectiveness of 
the products as a result of immunogenicity. For many follow-on protein products -- and in particular, the 
more complex proteins – there is a significant potential for repeated switches between products to have a 
negative impact on the safety and/or effectiveness.”).  
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substitution should not be applied across the two sets of filgrastim products, noting the 
absence of a TGA issued statement that would support substitution.3  Further, the 
PBAC has observed that substitution is applied to indicate that different pharmaceutical 
benefits are equivalent for the purposes of substitution by the pharmacist at the time of 
dispensing, and therefore, will be applied where: 

i. the TGA considers two (or more) brands of the same pharmaceutical item to be 
bioequivalent; and 

ii. those products would be therapeutically equivalent when taken as intended[1]. 

Note: ‘bioequivalent’ is not the same as ‘biosimilar’.  Bioequivalent – in the 
context of biosimilar medicines – is a higher standard than biosimilar and what is 
necessary for a medicine to be deemed substitutable. 

With regard to the role and functions of the PBAC, the primary focus of the PBAC is to 
recommend new medicines for listing on the PBS. When recommending a medicine for 
listing, the PBAC takes into account the medical conditions for which the medicine was 
registered for use in Australia, its clinical effectiveness, safety and cost-effectiveness 
(‘value for money’) compared with other treatments. This is not about safety per se.  

The overseas experience, including the USA FDA example highlighted above, suggests 
that the issue of pharmacy level substitution is predominantly considered by regulatory 
bodies rather than health technology assessment bodies (like the PBAC), or substitution 
is entirely prohibited by law/guidelines. 

The TGA is the appropriate body to be the primary source of advice on whether the 
higher standard of substitutability has been established and Medicines Australia is 
concerned that the present proposal fails to recognise and support this critical role for 
the TGA. 

 

What are the potential risks to patients from pharmacy level substitution in the 
absence of evidence?  

There are several potential risks to the patient if systematic and uncontrolled substitution 
by pharmacists of the original biologic medicine with a biosimilar or of the biosimilar with 
another biosimilar is permitted in practice. The concerns can be categorized as 
immunological and/or quality use of medicines.  

                                                 
3 PBAC, Public Summary Document. Filgrastim, November 2010. Available at 
http://www.pbs.gov.au/info/industry/listing/elements/pbac-meetings/psd/2010-11/pbac-psd-filgrastim-
nov10 
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We simply do not know what will happen when patients repeatedly change from one 
biosimilar to another. Since there may be clinical implications to such repeated and 
uncontrolled changes, it would be clinically prudent to not permit such changes until 
there is evidence to show that substitution of biosimilars does not pose a risk to public 
health.  

Immunological concerns 

Inappropriate substitution could cause harm to patients, for example, through 
unanticipated immune reactions. In this regard, regulatory authorities have recognised 
that switching between biologics, including to a biosimilar, may increase the potential to 
trigger negative immune reactions. For example, Health Canada has stated that 
“repeated switches between biosimilars and originator products may increase 
immunogenicity with potentially negative effects”.  Further, we note the statements by 
the US FDA to Congress at the time the US Congress was considering legislation on 
biosimilars which stated, in part: 

• “even if a follow-on protein product is determined to be biosimilar to the 
reference product, immunogenicity could preclude patients from switching from 
one product to another”; and 

• “there may be the possibility of determining [substitutability] in the future, 
pharmacies or patients might substitute biological products determined to be 
biosimilar, but not determined to be interchangeable for one another, possibly 
resulting in serious injury or death.” 

Certain biosimilar clinical development programs may include studies supportive of a 
one-time transition of patients from the originator to the biosimilar therapy, but such 
studies are not sufficient to support patient level substitutability with potentially 
unlimited, pharmacy driven switches among biologics and biosimilars at the 
discretion of a pharmacist.  

Quality Use of Medicines concerns 

Biosimilars and the original biologic medicine which they reference may not be approved 
for exactly the same indications for use. In addition, as biologic and biosimilar medicines 
are (often) delivered through injection there is the additional consideration of variation 
across devices.  

A dispensing pharmacist does not necessarily know for which indication a patient has 
been prescribed the medicine, and as such, automatic substitution of biosimilars may 
lead to patients being dispensed a biosimilar that is not approved for use in their 
disease.  
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As an example, in Europe,  the biosimilar epoetin alfas (EPOs) are not approved for 
subcutaneous use (injection under the skin) in patients with anaemia due to reduced 
kidney function or in pre-donation programs (Sandoz EPO) or prior to elective surgery 
(Hospira EPO). Neither EPO was approved for subcutaneous use (injection under the 
skin) in patients with anaemia due to reduced kidney function, because the data 
submitted by both companies before approval did not adequately address the risks of 
patients developing an immune response. The EMA therefore required that Sandoz and 
Hospira conduct clinical studies to address this risk. 

Further, patients are trained on the appropriate use of a device by the prescribing 
clinician and nurse. If a patient is dispensed a different device, whilst similar, there is no 
guarantee that the devices are for example calibrated to the same exact specifications. 
Such a situation is of particular concern for products which are highly dose specific, 
such as diabetes; a disease increasingly managed in a general practice setting. 
Although these are clear examples of patient safety issues, there is also an efficiency 
and economic impact. The potential for inappropriate or suboptimal therapy will have 
consequences for short-term and long-term health for an individual and ultimately for the 
Australian community.   

 

Additional issues raised at the Senate Inquiry Public Hearings 

Substitution (‘a’ flagging) is when pharmacy determines which brand of a medicine is 
dispensed.  While, prescribers and patients do retain the right to say no, mechanisms to 
‘catch’ potential patient safety risks after a medicines had been deemed substitutable 
(particularly in the absence of positive evidence) don’t put patient safety first, rely on 3rd 
parties (compliance/understanding, particularly a high level of health literacy for patients), 
undermine proper precautionary regulation and thereby add unacceptable risks.  We note 
also that safety may also rely on prescriber decision being adhered to during dispensing, 
which an earlier AMA Survey shows does not always occur.  

It is important to clarify that the issue is with regard to where the medicine is dispensed 
and not where it is used. A medicine used in hospital, such as infliximab which was used 
as an example given in testimony at the public hearings, will still be dispensed by 
pharmacy. If, at the time the patient has arranged to be treated, a different brand has 
been substituted at the dispensing level. This is, at best, an inconvenience and addition 
cost to the patient.  

Substitution does not account for individual patient characteristics such as type of 
disease, or history of therapy. For example, people with Type 1 Diabetes are more likely 
to have an immune reaction than patients with Type 2 diabetes, and younger people with 
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rheumatoid arthritis are more likely to have a reaction than adults. These are a complex 
clinical decisions and the brand of therapy must be taken into account.  

Doctors do not substitute medicines. A prescriber makes a clinical decision based on 
the patient’s individual characteristics. They actively choose the appropriate therapy, 
which may be a biologic or biosimilar, for their patients. This is a clinical decision based 
on a full appreciation of the patient’s history and with the full knowledge of the prescriber 
who will be acutely aware of the need to monitor the patient following any change in 
medication. 

Multiple switches by pharmacy is the concern. Repeated switching, a patient moving 
between a biologic and a biosimilar/s or receiving multiple brands of a biologic and 
biosimilar/s, increases the risk of patient confusion. Every additional switch increases the 
risk to the patient. In France only a patient who has never been treated with the particular 
therapy (either biologic or biosimilar of the same treatment) can have pharmacy driven 
dispensing (with notification of the prescribing doctor) – this is not switching as the patient 
has no prior exposure.  

 

Influence of this Bill on the industry 

As raised at the public hearings, Medicines Australia represents the majority of the 
manufacturers developing biosimilars. Whilst on a first review it may appear a policy of 
automatic substitution would be an attractive market dynamic for entry this may not be 
the case without the appropriate evidence.  

This policy position does not anticipate the response from prescribers and patients, who 
have clearly indicated that automatic substitution without appropriate evidence is not 
acceptable. Furthermore, the policy increases the risk to manufacturers as the limited 
visibility of dispensing and the potential for patient confusion and adverse experience 
could have negative consequence to the perception and reputation of a medicine, or 
biosimilar medicines in general.  Australia is part of a global market and it is important to 
remember that local policy can, and does, have a significant impact on the opportunity to 
bring medicines to local clinicians and patients.  

Medicines Australia member companies operating in Australia employ approximately 
14,000 highly–skilled Australians and invest more than $1 Billion in research and 
development each year. Our members seek an effective, safe and successful entry of 
biosimilars into the Australian market, without which, the Australian business 
environment will become less attractive, and risks Australia dropping to a tier 2 country 
in terms of investment and access. 



BIOSIMILARS ARE NOT GENERICS 

CRITICAL FACTORS IN MEDICINES POLICY FOR BIOSIMILAR MEDICINES 

FIRMLY BASED IN SCIENCE 

• Science and clinical evidence must inform all decisions to  switch 
between the original biological medicine and/or biosimilar medicines 

• There is not yet an agreed standard of evidence to support the 
efficacy and safety of multiple switching between the original 
biological medicine and biosimilar medicines 

SWITCHING BETWEEN MEDICINES 

• Doctors are free to change their patient’s medicine given their full 
access to the patient’s medical history 

• Pharmacist substitution (“switching”) should only occur when there is 
evidence it is safe to do so 

INTERNATIONAL BEST PRACTICE  

• The United States Food and Drug Administration, Health Canada 
and 20 European regulators have cautioned against a pharmacist 
being allowed to substitute: i.e. dispense a biosimilar medicine 
where to do so differs from the medicine prescribed by the doctor 

PATIENT SAFETY MUST COME FIRST 

• Each biosimilar medicine is different and may behave differently, or 
cause a different immune response, to the original biological 
medicine 

• To track adverse events, biosimilar medicines need to be uniquely 
identified through eg. naming 

T
I
M
E 

BIOSIMILARS ARE NOT 
GENERICS 

Generics are the same 

Biosimilars are similar to  -  but not the 
same as – the original biological 

medicine 

 Biosimilars are manufactured using 
different cell lines and manufacturing 
processes than those for the original 

biological medicine 

Aspirin 
contains 

21 
atoms… 

 
A biologic 

may 
contain 

over 
20,000 
atoms 

BIOLOGICAL MEDICINES 
Large, complex molecules: produced by or extracted from living organisms 

Biologic 

Small chemical molecule 

For further information please contact: Medicines Australia, Ph 02 6122 8500, www.medicinesaustralia.com.au 



Australia is about to go it alone on biosimilars, risking patient safety
All comparable international regulators strongly caution against substituting a biosimilar medicine at the pharmacy level

The problem with multiple switches
With unique properties, a biosimilar medicine may behave differently than the original biological medicine it tries to mimic. This can trigger a serious reaction in a patient’s 
immune system, or reduce the efficacy and effectiveness of the treatment. That is why pharmacist substitution without evidence should not be permitted. No global standard 
of evidence supports the safety and efficacy of patients repeatedly switching between a biological medicine and bio similar medicines.

CURRENT PROCESS - DOCTOR DECIDES
Decisions on subsitution is managed by a patient’s clinician and underpinned by 
clinical evidence.

PROPOSED PROCESS - DOCTOR DOES NOT DECIDE
Policy change puts decisions on substitution in the hands of a pharmacist with 
potentially no clinical evidence. 

A specialist doctor prescribes a 
biologic or biosimilar to a patient

Pharmacist dispenses the prescription   
- it could be as prescribed OR  

one of many biosimilars

Pharmacist dispenses a repeat 
prescription  - it could be as prescribed 

OR one of many biosimilars

A specialist doctor renews a biologic  
or biosimilar script for their patient

Patient follows  
treatment protocol

Patient follows  
treatment protocol

A pharmacist dispenses  
medicine as prescribed

Patient follows  
treatment protocol

SCRIPT

PRODUCT  

X

SCRIPT

PRODUCT  

X

X

X

Y

Y

Z
Z

X X

Z Z

W

PATIENT 
SAFETY

PATIENT 
SAFETY

For further information please contact:  Medicines Australia, Ph 02 6122 8500, www.medicinesaustralia.com.au



Patient safety concerns

•	 There have been a number of significant developments in Australia’s biosimilar medicines policy. Most significantly, the Pharmaceutical Benefits Advisory 
Committee has adopted the default position to presume substitution is safe where there is no alternative evidence. A proposed policy also hands primary 
responsibility to the PBAC to recommend whether the substitution of a biosimilar medicines is safe and suitable. 

•	 The role of Australia’s medicines regulator, the Therapeutic Goods Administration (TGA), is uncertain and appears confined to providing advice on only 
whether a medicine is biosimilar, not the higher standard question of whether it is substitutable.

•	 These policy developments place Australia out of step with the international consensus view where comparable international medicines regulators have 
taken the position to caution against allowing pharmacists to dispense a biosimilar medicine without appropriate evidence.

What Australia needs

Australian policy on biosimilar medicines should:

1. Ensure patient safety is the first priority

2. Affirm the TGA as the critical advisor on suitability of biosimilars for substitution, that the Minister must have regard to, based on thorough evaluation of 
clinical and safety data, and thus ensuring that matters of patient safety, pre and post market, remain the role of the regulator, and

3. Recognise that the absence of evidence does not equate to evidence of safety. Thus, in the absence of evidence, the presumption against substitution 
must apply.

Ensuring patient safety
To recommend the substitution of a biosimilar medicine, the regulator must consider the evidence and confidently assert:

+
Biosimilar medicine

It is safe and effective in all indications and conditions of use 
approved for the original reference biological medicine.

It is clinically demonstrated to have no increase in risk to 
safety and efficacy due to “switching” back and forth. 

Z

For further information please contact:  Medicines Australia, Ph 02 6122 8500, www.medicinesaustralia.com.au



DRUG TYPE OR 
USE 
 

PURPOSE  
 

PBAC OUTCOME 

Reimbursement of 
biosimilar medicines  

The Minister (delegate) requested that the Pharmaceutical 
Benefits Advisory Committee (PBAC) provide advice on the 
following matter(s) under section 101(3) of the National Health 
Act, 1953 (the Act): 
 
Reimbursement of biosimilar medicines on the Pharmaceutical 
Benefits Scheme (PBS).     
 

The PBAC advised that biosimilar products would be “a” flagged, and therefore 
suitable for substitution at the pharmacy level, where the data are supportive of 
this conclusion.  The PBAC considered that this would be the Committee’s 
default position.   
 
The PBAC advised that the following would be relevant considerations in 
establishing that a biosimilar product could be “a” flagged with the originator 
product: 
• Absence of data to suggest significant differences in clinical effectiveness 

or safety compared with the originator product; 
• Absence of identified populations where the risks of using the biosimilar 

product are disproportionately high; 
• Availability of data to support switching between the originator product and 

the biosimilar product; 

• Availability of data for treatment-naïve patients initiating on the biosimilar 
product; 

• Whether the Therapeutic Goods Administration has deemed a product to 
be biosimilar with the originator product. 

 
The PBAC considered that where a biosimilar product could not be “a” flagged at 
the time of PBS listing, data should be collected to support “a” flagging at a later 
point. 
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