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abstract
aim: To evaluate the regulation of unapproved medicines and its impact on paramedic practice in out-of-hospital settings by comparing  
regulatory frameworks in New Zealand, the United Kingdom (UK) and Australia. The objective was to propose actionable policy  
recommendations to improve New Zealand’s current regulatory approach.
methods: A comparative analysis was conducted using theoretical frameworks including regulatory theory, public health law,  
institutionalism, comparative policy analysis and health crisis management. A technical comparison was also undertaken. Data were 
collected from legislative texts, policy documents and secondary sources. The analysis focussed on prescribing and administration 
authority, administrative requirements, flexibility in emergency situations and the impact on patient care.
results: Section 29 of the New Zealand Medicines Act 1981 imposes comprehensive reporting requirements and restricts unapproved 
medicine use to registered medical practitioners, hindering timely interventions by paramedics. The administrative burden and lack 
of flexibility in emergency situations compromise patient care. In contrast, the UK’s Human Medicines Regulations 2012 and Australia’s 
Therapeutic Goods Act 1989 provide structured and adaptable pathways. The Therapeutic Products Act 2023 in New Zealand proposed 
reforms but is currently in the process of being repealed.
conclusion: New Zealand’s framework of Section 29 is ill-suited for pre-hospital emergency care, creating ethical and practical dilemmas 
for paramedics. Comparative insights reveal that more flexible legal frameworks in the UK and Australia better support paramedics’ 
ability to provide timely care. Ethical considerations emphasise the need to balance regulatory oversight with patient care imperatives. 
Legislative reforms in New Zealand are urgently needed to enable the lawful administration of unapproved medicines by paramedics, 
reduce administrative burdens and align its framework with international best practices.

In out-of-hospital (urgent and emergency 
ambulance) care, paramedics are tasked with 
delivering life-saving interventions under 

intense time pressure, usually in isolation and 
often in challenging (austere) environments. 
Their ability to provide timely and effective  
care depends on the availability of appropriate 
medications. However, legal frameworks reg-
ulating medicine use can impose significant 
restrictions, particularly when paramedics 
need to administer unapproved medicines. In 
2024, paramedics frequently need to administer  
unapproved medicines due to global supply chain 
disruptions.1,2

In New Zealand, Section 29 of the Medicines Act 
1981 mandates that only registered medical prac-
titioners may prescribe or administer unapproved 
medicines, and each instance must be reported 
to the Ministry of Health.3 While intended to  
maintain oversight, this provision creates practical  

challenges for paramedics, who often operate  
independently and under considerable time con-
straints. The rigid nature of Section 29 contrasts 
with more flexible frameworks in Australia 
and the United Kingdom (UK), which empower  
paramedics under defined emergency protocols.4,5

Since 2020, medicine supply chains have 
encountered significant disruptions due to a 
combination of global events and challenges.1,2 
The COVID-19 pandemic played a central role 
by causing widespread lockdowns, which led 
to reduced manufacturing output and labour  
shortages in production facilities worldwide.1,2 
Transportation restrictions and border closures 
further hindered the movement of raw materials 
and finished pharmaceutical products.1,2 Addition-
ally, the surge in demand for certain medications, 
personal protective equipment and vaccines 
strained existing supply capacities.1 Geopolitical 
tensions, including trade disputes and export  
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controls, have also impacted the availability of 
medicines by affecting international collaborations  
and supply agreements.6 Natural disasters and  
climate-related events have disrupted logistics 
and damaged infrastructure essential for the pro-
duction and distribution of pharmaceuticals.7 
Collectively, these factors have exposed vulnerabil-
ities in the global medicine supply chain.2 In New 
Zealand, this is exacerbated further by the impact 
of our public payer model on the domestic medi-
cines market and related supply chain resilience.

The realities of out-of-hospital emergency 
care differ substantially from clinical settings.  
Paramedics must make rapid decisions with-
out the luxury of time or consultation, aiming 
to stabilise critically ill patients. Supply chain  
disruptions, manufacturing shortages and public 
health emergencies like the COVID-19 pandemic 
have underscored the importance of flexible 
legal provisions that allow healthcare profes-
sionals to adapt quickly.1,2 This article examines 
the limitations of Section 29 in New Zealand’s 
ambulance environment and explores potential 
reforms inspired by practices in Australia and the 
UK to enhance paramedics’ ability to deliver timely 
and effective care. The objective was to compare 
unapproved medicines regulatory frameworks 
and to propose actionable policy recommenda-
tions to improve New Zealand’s current regulatory 
approach.

Methods
Methodological approach

A comparative analysis was conducted to  
evaluate the regulatory frameworks governing 
the use of unapproved medicines in New  
Zealand, Australia and the UK. These countries 
were selected due to similarities between their 
health systems. This methodology is appropriate 
for exploring the nuances of different legal systems 
and their impact on healthcare delivery, particu-
larly in emergency settings.8

This analysis is guided by five theoretical 
frameworks. “Regulatory theory” examines 
how regulations are structured and enforced to  
balance control and flexibility.6 It considers the 
effectiveness of legal frameworks in achieving 
regulatory objectives without imposing unnec-
essary burdens on practitioners. “Public health 
law” evaluates the implications of laws on health 
outcomes, emphasising patient safety and acces-
sibility.9 It assesses how legal provisions impact 
the delivery of healthcare services and the  

ability of professionals to meet public health 
needs. “Institutionalism” focusses on the role of 
institutions in shaping policy and practice within 
the healthcare system.10 It explores how organi-
sational structures, norms and cultures influence 
the implementation of regulations. “Comparative  
policy analysis” assesses policy differences and their 
impacts across jurisdictions.3 By comparing differ-
ent legal frameworks, it identifies best practices  
and potential areas for reform. “Health crisis 
management” considers the effectiveness of regu-
lations in responding to emergencies and crises.11 
It examines the adaptability of legal frame-
works during public health emergencies, such 
as pandemics or natural disasters. Each frame-
work provides a unique lens for understanding 
the challenges faced by paramedics when using  
unapproved medicines and the implications for 
patient care.

Data
The following primary legal texts were  

examined. New Zealand: Medicines Act 1981 
(Section 29) and Medicines Regulations 1984;12,13 
Australia: Therapeutic Goods Act 1989 (Special 
Access Scheme [SAS]);4 UK: Human Medicines 
Regulations 2012 (Regulation 174).5 These doc-
uments were sourced from official government 
websites and legislative archives. Additionally, 
the Therapeutic Products Act 2023 in New Zealand 
was considered.14 Additional data were drawn from 
operational protocols for paramedics, including 
clinical practice guidelines from ambulance services 
in each country.

Comparative framework
The analysis focussed on several key aspects 

to comprehensively evaluate the regulatory 
frameworks. Firstly, it examined prescribing 
and administration authority by investigating 
who is authorised to prescribe or administer  
unapproved medicines in each jurisdiction and 
how this affects paramedics’ ability to act in 
emergencies. Secondly, the study analysed the 
administrative requirements by evaluating the 
notification and reporting obligations imposed 
on healthcare professionals. This aspect aimed 
to understand how these obligations impact  
paramedics’ ability to deliver timely care, con-
sidering that extensive administrative processes 
can hinder prompt medical intervention. Thirdly, 
flexibility in emergency situations was assessed 
by considering how legal frameworks adapt to the 
demands of emergency medical care. The analysis 
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investigated how regulations accommodate the 
need for rapid decision making, which is essen-
tial for effective pre-hospital care where delays 
can have severe consequences. Lastly, the study 
evaluated the impact on patient care by focussing  
on how legal frameworks affect paramedics’ ability 
to provide life-saving interventions. This included 
examining patient outcomes, and the quality of 
care delivered under different regulatory condi-
tions, highlighting the practical implications of the 
laws on the effectiveness of emergency medical 
services.

Ethical analysis
Ethical considerations were explored, particu-

larly the balance between regulatory oversight and 
the need for immediate decision making by para-
medics. The potential consequences of delaying 
care or administering unapproved medicines with-
out legal authorisation were examined within the 
context of patient safety, professional accountability 
and the ethical obligations of healthcare providers.15

Results
A summary of findings is outlined in Table 1.

New Zealand’s Section 29: 
comprehensive but rigid

Section 29 of the Medicines Act 1981 restricts 
the use of unapproved medicines to registered 
medical practitioners and requires individual 
case notifications to the Ministry of Health.12 This 
framework presents significant challenges for 
paramedics. In terms of time-sensitive care, the 
requirement for individual notifications is imprac-
tical during emergencies where immediate action 
is necessary. Paramedics operate in high-pressure 
environments, and delays in administering treat-
ment can have life-threatening consequences. 
The administrative process mandated by Section 
29 does not accommodate the urgency required in 
emergency medical situations.

The restricted authority under Section 29 
means that paramedics are not authorised to 
administer unapproved medicines independently, 
leading to delays when medical practitioners  
are unavailable. This limitation is particularly 
problematic in rural or remote areas where 
access to registered medical practitioners is  
limited. Paramedics, often the first and only 
responders, are hindered by legal constraints 
that prevent them from providing essential  
care promptly.

The administrative burden of reporting obli-
gations adds to paramedics’ workload, detracting  
from patient care. In emergency situations,  
paramedics must prioritise patient stabilisation 
and rapid decision making, making extensive 
documentation impractical. The requirement to 
report each instance of unapproved medicine use 
imposes an unrealistic expectation on paramedics 
during critical moments.

These constraints hinder paramedics’ ability 
to provide timely interventions, forcing them to 
choose between delaying treatment or risking 
legal repercussions. As a result, patient outcomes 
may be adversely affected, and paramedics face 
ethical dilemmas in fulfilling their duty of care. 
The rigidity of Section 29 does not align with the 
practical necessities of pre-hospital emergency 
care.

Equity considerations for rural 
paramedics

Rigid frameworks like Section 29 disproportion-
ately affect rural paramedics and residents, where 
healthcare access is already limited due to shortages 
of medical practitioners. These restrictions lead  
to delays in patient care and place an additional 
burden on paramedics in isolated areas who are 
unable to access support from registered medical 
practitioners in a timely manner. This is not only a 
patient care issue but also an equity issue, as rural 
residents are disproportionately impacted by the 
inability to provide timely interventions. Flexible 
frameworks like those in the UK and Australia  
mitigate these disparities by authorising  
paramedics to act under emergency protocols, 
reducing reliance on medical practitioners in 
rural settings.

A recent study16 highlights the disparity in health 
outcomes for rural residents in New Zealand com-
pared to urban areas, further reinforcing the need 
for adaptable regulations that support paramedics 
in these settings.

Australia: SAS 
Australia’s Therapeutic Goods Act 1989 provides 

a more flexible approach through the SAS. Under 
Category A, healthcare practitioners, including 
paramedics, can administer unapproved med-
icines without prior approval for patients with 
life-threatening conditions, with post-event noti-
fication to the Therapeutic Goods Administration 
(TGA). This provision acknowledges the urgency 
of emergency care and reduces delays associated 
with obtaining prior authorisation.
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The emergency flexibility of the SAS recognises 
the realities of pre-hospital care, enabling prompt 
action while maintaining accountability.17 By 
allowing post-event reporting, the administrative 
burden does not impede immediate patient care. 
Paramedics can focus on delivering essential 
interventions without the hindrance of time- 
consuming documentation during emergencies.

This framework empowers paramedics to act 
in the best interests of their patients without being 
hindered by administrative processes. It strikes a 
balance between regulatory oversight and practical 
necessity, ensuring patient safety and effective care 
delivery. The SAS supports paramedics’ professional 
judgement and enhances their ability to respond 
effectively in critical situations.

UK: Regulation 174
The UK’s Human Medicines Regulations 2012 

(Regulation 174) offers a streamlined approach. 
Temporary authorisations permit unapproved 
medicines during emergencies, following a risk–
benefit analysis by the secretary of state. This 
mechanism allows for rapid response to public  
health crises or when approved alternatives 
are unavailable, facilitating quick adaptation to 
emerging health needs.

The establishment of national guidelines enables 
paramedics to administer unapproved medicines 
under predefined protocols, ensuring legal support 
without complex approvals. This system provides 
clarity and confidence for paramedics to make 
critical decisions. It ensures that paramedics are 
legally protected when acting within established 
guidelines, promoting consistency in emergency 
care practices.

This framework supports paramedics in 
delivering timely care and enhances the over-
all responsiveness of the healthcare system. By 
maintaining regulatory oversight while allow-
ing for flexibility in emergencies, Regulation 174 
ensures that patient safety is upheld without com-
promising the effectiveness of emergency medical 
interventions.

Discussion
The incompatibility of Section 29 with 
pre-hospital emergency care

Section 29’s rigid requirements are incom-
patible with the urgent nature of pre-hospital 
emergency care. The restrictions on paramedic 
authority and the administrative burdens impede 
timely interventions, potentially compromising 

patient outcomes. Paramedics are often the sole 
healthcare providers on the scene and need the 
autonomy to make immediate decisions without 
unnecessary legal constraints.

The restricted authority under Section 29 
means that paramedics are not authorised to 
administer unapproved medicines independently, 
leading to delays when medical practitioners 
are unavailable. This limitation is particularly  
problematic in rural or remote areas where access 
to registered medical practitioners is limited.18 
Paramedics, often the first and only responders 
in these regions, are hindered by legal constraints 
that prevent them from providing essential care 
promptly. This situation exacerbates health  
disparities between urban and rural populations, 
raising equity concerns. Rural residents may 
face longer response times and reduced access 
to timely interventions, potentially leading to 
poorer health outcomes compared to their urban  
counterparts.14,18 Addressing these legal barriers 
is essential not only for improving patient care 
but also for promoting health equity across  
different geographic regions.

The administrative demands of individual 
case notifications are impractical in emergency 
settings. Paramedics must focus on patient sta-
bilisation and cannot afford to engage in time- 
consuming documentation during critical 
moments. This situation creates ethical dilemmas, 
forcing paramedics to choose between adhering 
to the law and providing optimal patient care.

Comparative insights: lessons from 
Australia and the UK

Australia’s SAS and the UK’s Regulation 174 
demonstrate how legal frameworks can balance 
flexibility with oversight. By allowing paramedics 
to administer unapproved medicines with post-
event reporting, these countries support timely 
care while ensuring accountability.4,5 These models  
recognise the unique challenges of emergency 
medical services and provide practical solutions.

The flexibility in these frameworks empowers 
paramedics to act decisively, improving patient 
outcomes. The emphasis on post-event reporting 
reduces administrative burdens during emergen-
cies without compromising regulatory control. 
These approaches align legal requirements with 
the realities of pre-hospital care.

Ethical considerations
Delaying care due to legal constraints raises 

significant ethical concerns. Paramedics have 
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an obligation to provide the best possible care, 
and restrictive laws like Section 29 may force 
them to choose between legal compliance and 
patient welfare.15 This conflict can undermine 
professional integrity and negatively impact 
patient trust. Flexible frameworks in Australia 
and the UK better align with ethical imperatives 
by empowering paramedics to act swiftly in emer-
gencies.17 They support the ethical principle of 
beneficence, enabling healthcare providers to act 
in the patient’s best interest while maintaining 
appropriate oversight.17

Regulatory theory and public health law
From a regulatory theory perspective, Section  

29 represents a high-control model that may 
be too rigid for emergency care.6,8 It fails to  
accommodate the need for flexibility in dynamic  
situations. The comparative analysis suggests 
that regulations should be adaptable to different 
contexts, especially in critical care environments. 
Public health law advocates for regulations that 
do not unduly hinder access to care, emphasising 
the need for proportionality.9,19 Laws should pro-
tect public health without imposing unnecessary 
barriers to essential services. Reforming Section 
29 to allow greater paramedic autonomy would 
align with these principles.

Institutionalism and policy implications
Institutions play a crucial role in shaping  

effective policies. In New Zealand, the Ministry  
of Health could collaborate with paramedic  
organisations to reform Section 29, drawing on 
successful models from Australia and the UK.10 
Engaging stakeholders ensures that policies are 
grounded in practical experience and meet the 
needs of those on the front lines. Implementing 
changes requires institutional support and a  
willingness to adapt existing structures. By  
fostering a collaborative approach, reforms can 
be more effectively integrated into the health-
care system, enhancing overall efficiency and 
responsiveness.

Health crisis management: the need for 
adaptable regulations

The COVID-19 pandemic highlighted the 
necessity for adaptable regulations. Flexible 
legal frameworks enable healthcare systems to 
respond effectively to crises, ensuring continuity 
of care.11,20 Rigid laws like Section 29 hinder the 
ability to address unexpected challenges, poten-
tially exacerbating public health emergencies. 

Adopting more flexible regulations supports 
resilience in the healthcare system. It allows for 
rapid deployment of resources and empowers 
healthcare professionals to act decisively when 
faced with novel threats.

Would the Therapeutic Products Act 2023 
have addressed these issues for New 
Zealand?

The Therapeutic Products Act 2023 introduced a 
framework that appeared to address some of the 
limitations of Section 29, particularly with respect 
to emergency-use provisions. However, while this 
Act is in the process of being repealed, its clauses 
offer insight into potential future directions 
for New Zealand’s regulatory landscape.21 Key  
provisions of the Act include:

1.	 Revisions to market authorisation: The 
Bill allows certain activities involving 
unauthorised therapeutic products under 
controlled conditions.21 In general, these 
were outlined in Section 9 of the Act. This 
could potentially have provided more 
flexibility compared to Section 29 of the 
Medicines Act 1981.

2.	 Emergency arrangements: Section 119 of the 
Therapeutic Products Act 2023 mentions that 
in emergency situations, the chief executive 
of the Ministry of Health could make notices 
that allow otherwise restricted activities, 
which would potentially benefit emergency 
services like paramedics by permitting them 
to use unapproved medicines in urgent 
situations without immediate compliance 
hurdles. Looking at the Therapeutic Products 
Bill (which contains information not in the 
Act), the Regulations Review Committee 
suggested that these emergency powers 
should not be delegated by the Ministry 
of Health to the chief executive—quite a 
contrast to both the Australian and UK 
approaches.22

3.	 Special case provisions: Sections 66 and 
89 discuss specific cases where health 
practitioners can import and supply 
unapproved medicines under conditions 
that satisfy regulatory requirements, 
providing more leeway than the current 
Section 29.

These updates appear as though they may have 
addressed some of the administrative and regu-
latory constraints that paramedics currently face 
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by potentially simplifying the use of unapproved 
medicines during emergencies and enabling a 
more responsive approach. However, while these 
changes might offer improvements, a future bill 
should address how common and serious scenarios 
would be addressed in practice, and that real-time 
administration without excessive delays or post-
event penalties is feasible.

As a final point with regards to the Therapeutic  
Products Act 2023, it is notable that although 
nurse practitioners are mentioned, specialist 
paramedics are not, despite being a substantially 
similar model, and indeed the critical care para-
medical nature of the role having outgrown the 
delegated standing orders system warrants a 
regulatory approach that is more fit for purpose 
and the actual role that paramedics play in New  
Zealand society. 

Recommendations for New Zealand’s 
framework

A summary of recommendations is available in 
Table 2. To address the challenges identified in the 
current regulatory approach, several key recom-
mendations are proposed to reform New Zealand’s 
framework concerning the use of unapproved 
medicines by paramedics. Firstly, expanding  
paramedic authority is crucial. Amending a future 
medicines bill to include paramedics would allow 
them to administer unapproved medicines under 
defined conditions—such as a scope of clinical prac-
tice already regulated by the Health Practitioners 
Competence Assurance Act 2003 system. This change 
would acknowledge their expertise and critical 
role in emergency care, empowering them to act 
promptly in life-threatening situations without 
unnecessary legal constraints but while reasonably 
expecting similar public safety oversight such as 
occurs with medical practitioners, veterinarians,  
dentists and nurse practitioners. 

Secondly, there is a need to simplify administra-
tive requirements. Introducing post-event report-
ing would reduce administrative burdens during 
emergencies. By streamlining documentation  
processes, accountability is maintained without  
hindering immediate action. This approach 
ensures that paramedics can focus on delivering 
timely patient care during critical moments and 
means that regulatory processes do not directly 
hinder appropriate life-saving clinical action.

Thirdly, establishing emergency use provisions  
would provide clear legal support. Creating  
protocols for the use of unapproved medicines 
in emergencies, like Australia’s SAS and the 

UK’s Regulation 174, would offer consistency in  
practice. Clear clinical practice guidelines are 
already available to enable paramedics to 
make critical decisions confidently, but what is  
necessary is for them and the medical prac-
titioners supporting them to know they are  
operating within a legally supported framework.  
Additionally, it is recommended to develop tiered 
training programmes to certify paramedics for 
administering unapproved medicines. Imple-
menting specialised education ensures competence  
and safety, reinforcing professional standards 
and building patient trust. Such training would 
equip paramedics with the necessary skills and 
knowledge to handle unapproved medicines 
appropriately. In the current environment where 
ambulance services are privately operated under a 
partly publicly funded arrangement, there are not 
resources available for that to be organisationally 
supported.

Finally, fostering institutional collaboration 
is essential for effective policy development.  
Engaging stakeholders—including paramedic  
associations, healthcare institutions and policy- 
makers—in the reform process ensures that 
new regulations meet practical needs. We often 
hear from public health circles the expression 
“the ambulance at the bottom of the cliff.” This 
ignores the substantial growth of paramedics 
and ambulance services in providing not only 
core emergency medical services, but also a long-
term expansion into primary and urgent care, 
and the fact that paramedics now staff the ambu-
lance well before, at the top, half-way down and 
at the bottom of the cliff. That preventable acute 
conditions present via ambulance services does 
not, unfortunately, mean that an austere funding  
approach improves health outcomes. Collaborative 
efforts enhance the relevance and effectiveness of 
the regulations, promoting widespread acceptance 
and successful implementation. By adopting these 
recommendations, New Zealand can create a more 
flexible and responsive regulatory framework that 
empowers paramedics, maintains patient safety 
and aligns with international best practices. These 
changes would ultimately improve patient out-
comes during emergencies and strengthen the 
healthcare system’s ability to respond effectively 
to critical situations.

Conclusion
New Zealand’s Section 29 of the Medicines  

Act 1981 is not fit for purpose in pre-hospital 
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emergency care. The legal restrictions and admin-
istrative burdens hinder paramedics’ ability to 
provide timely, life-saving interventions. This 
situation poses ethical dilemmas and potentially 
compromises patient outcomes.

In contrast, Australia and the UK offer flexible 
frameworks that empower paramedics while 
maintaining oversight. These models demonstrate 
that it is possible to balance regulatory control 
with practical necessity, supporting both patient 
safety and effective care delivery.

Urgent legal reform is needed in New  
Zealand to expand paramedic authority, simplify 

administrative processes and establish emergency 
use provisions. By aligning with international 
best practices, New Zealand can enhance  
paramedic autonomy, improve patient outcomes 
and ensure that regulatory frameworks support 
effective emergency responses. Such changes 
would prevent paramedics from facing legal 
risks or compromising patient care, ultimately 
strengthening the healthcare system’s ability to 
respond to emergencies. Embracing flexibility  
and collaboration in regulatory practices is 
essential for meeting the evolving challenges of  
modern healthcare.
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Table 1: Summary table of findings.

Aspect
New Zealand (Medicines Act 
1981 Section 29)

United Kingdom (Human  
Medicines Regulations 2012)

Australia (Therapeutic Goods 
Act 1989)

New Zealand (Therapeutic 
Products Act 2023)

Reporting requirements
Comprehensive and immediate 
reporting to the director-general 
required

Streamlined post-event reporting 
for emergency use

Embedded in health system  
protocols, allowing retrospective 
reporting

Reporting exemptions allowed in 
emergencies under specific  
declarations by the chief 
executive

Scope for paramedics
Limited to delegated authority 
with detailed oversight

Authorised to administer 
under National Health Service–
approved protocols

Permitted under state-based 
authorisations through the  
Therapeutic Goods 
Administration

Provisions for emergency 
exemptions could enable 
paramedics to act more 
independently but remain 
untested for implementation

Emergency use flexibility
High control; delays real-time 
emergency interventions

Allows temporary use under 
structured guidelines

Special access schemes enable 
rapid response

Emergency declarations under 
Section 116 allow otherwise 
restricted activities but require 
ministerial oversight

Administrative burden

High: each instance requires pre-
approval and detailed reporting, 
delaying timely interventions 
and increasing workload

Low: emergency-use provisions 
simplify administration with 
predefined protocols, reducing 
paramedics’ documentation 
burden

Medium: reporting requirements 
exist but are retrospective and 
aligned with broader state and 
federal systems

Moderate: emergency 
declarations simplify 
requirements but still rely on 
higher-level administrative 
action for flexibility

Patient safety vs practicality
High emphasis on safety but may 
delay treatment

Balanced approach supporting 
rapid action and oversight

Timely intervention supports 
safety protocols

Emphasis on safety, but 
flexibility depends on activating 
emergency provisions, 
potentially  
limiting responsiveness

Health system integration
Less integrated: high 
administrative burden

Integrated into National Health 
Service frameworks

Integrated into broader health 
system with state and federal 
support

Improved integration promised 
but lacks specific inclusion of 
paramedics, particularly critical 
care roles

NB: More detailed tables are available in the Appendix.
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Table 2: Summary of recommendations.

Recommendation Justification Expected outcome Addressed by TPA?

Controlled authorisation
Aligns with practices in the UK and 
Australia

Expanded paramedic scope, timely care
Partially: TPA allowed certain activities 
under controlled conditions but did not 
explicitly expand paramedic scope

Emergency exemption amendment
Reduces delay while maintaining post-
event oversight

Faster emergency response, compliance
Yes: TPA included emergency provisions 
for the chief executive to permit restricted 
activities

Tiered training and certification
Ensures safety with expanded prescribing 
rights

High level of trust and patient safety
Not specifically addressed: TPA did 
not outline training programmes for 
paramedics

Integrated reporting systems
Simplifies compliance without real-time 
delays

Efficient reporting, reduced admin burden
Partially: TPA proposed more flexible 
reporting requirements

Collaborative policy development
Strengthens policy through stakeholder 
input

Enhanced policy acceptance and 
effectiveness

Uncertain: TPA development may not 
have fully engaged all stakeholders, 
including paramedic associations

TPA = Therapeutic Products Act 2023; UK = United Kingdom.
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Appendix

Appendix Table 1: Framework-based analysis of medicine regulation across jurisdictions.

Framework United Kingdom Australia New Zealand

Legal pluralism

Multiple layers of  
regulation: Medicines 
Act 1968 and Human  
Medicines Regulations 
blend national and 
international influences

Federal oversight by TGA, 
with integration of state 
regulations

Combines domestic law 
with global practices,  
evident in Medicines Act 
1981

Regulatory theory

Strict regulation under 
the Medicines Act 1968; 
emergency provisions 
in Human Medicines 
Regulations 2012

The Therapeutic Goods 
Act 1989 governs, with 
emergency access through 
TGA’s Special Access 
Scheme

Section 29 of the  
Medicines Act 1981 allows 
unapproved medicines 
with strict reporting to the 
director-general

Comparative legal 
analysis

Strong alignment with EU 
directives pre-Brexit; post-
Brexit shifts expected

Reflects federal–state legal 
integration and alignment 
with international 
standards

Clear distinctions in  
regulations for handling 
unapproved medicines 
under Section 29

Public health law 
framework

Emphasises public safety 
and controlled access to 
unapproved medicines

TGA ensures public health 
and regulated emergency 
access to unapproved 
medicines

Focusses on emergency 
supply with oversight to 
ensure public health safety

Institutionalism
Institutions like MHRA 
enforce strict compliance 
and oversight

TGA oversees regulations 
and enforcement, 
supporting institutional 
adherence

Ministry of Health ensures 
adherence through director- 
general oversight

International health 
law framework

Historically influenced by 
EU, ensuring international 
alignment pre-Brexit

Aligned with WHO 
and global standards 
in therapeutic goods 
regulation

Aligned with global  
practices for emergency 
medicine use while  
maintaining local control

Socio-logical legal 
framework

Considers societal safety 
and controlled use of 
medicines in emergencies

Focusses on safe use and 
accessibility of emergency 
medicines

Emphasises oversight and 
societal impacts, especially 
in emergencies

Emergency medical 
systems framework

Emergency use defined in 
regulations for controlled 
temporary authorisations

Emergency and 
compassionate use allowed 
with TGA oversight

Section 29 and Medicines 
Regulations 1984 specify 
emergency protocols

Health crisis and  
disaster law

Supports the use of 
unapproved medicines in 
public health emergencies

Supports rapid response 
with emergency 
amendments for 
unapproved drugs

Handles supply chain 
issues by permitting 
emergency use under strict 
reporting

Scope of practice and 
professional autonomy

Paramedics require NHS 
guidance and specific 
authorisations for use

State laws dictate  
paramedic authority for 
emergency medicine use

Limited prescribing 
authority for paramedics 
under delegation and 
protocols
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Framework United Kingdom Australia New Zealand

Pharmaceutical  
regulation and access 
framework

Robust processes under 
Medicines Act 1968 
and Human Medicines 
Regulations 2012

TGA’s framework supports 
regulation and controlled 
access to unapproved drugs

Section 29 outlines  
ministerial consent for 
unapproved medicine use

Health workforce and 
role delineation

Roles defined under 
NHS guidance; strict 
authorisation for 
paramedics

Roles defined by state  
regulations; paramedics 
need authorisation for 
emergency administration

Paramedic roles defined 
under delegated authority 
for emergency situations

Comparative policy 
analysis

Detailed regulatory 
approach emphasising 
controlled and 
documented use

Adaptive approach for 
emergency and urgent 
needs under TGA schemes

Specific Section 29 and 
emergency provisions key 
for handling supply issues

Health equity and 
access to care

Ensures equitable access 
to unapproved medicines 
in emergencies

Provisions support equity 
in access during medical 
emergencies

Ensures continuity of care 
during supply chain  
disruptions with oversight

TGA = Therapeutic Goods Administration; EU = European Union; MHRA = Medicines and Healthcare products Regulatory Agency; 
WHO = World Health Organization; NHS = National Health Service.

Appendix Table 1 (continued): Framework-based analysis of medicine regulation across jurisdictions.

Appendix Table 2: Comparison of provisions for unapproved medicines across jurisdictions.

Jurisdiction Regulatory framework
Ease of use in 
emergencies

Adequacy for paramedics

United Kingdom

Human Medicines 
Regulations 2012: 
temporary authorisation for 
emergency use

Flexible, allows paramedics 
to act quickly within set 
guidelines

Supportive, reduces 
on-the-spot reporting and 
administrative burden

Australia

Therapeutic Goods Act 
1989: Special Access 
Scheme for unapproved 
medicines

Adaptable for pre-hospital 
care with state-level 
authorisations

Practical, balances 
regulation with emergency 
care flexibility

New Zealand
Medicines Act 1981: Section 
29 mandates strict reporting 
for unapproved use

Restrictive: extensive 
reporting hinders timely 
use in emergencies

Impractical: paramedics 
may avoid use due to  
stringent reporting
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Appendix Table 3: Practical options for administering unapproved medicines in New Zealand.

Option Description Challenges

Protocol-based pre-authorisations
Implement standing orders or 
pre-approved protocols under  
medical oversight

May require legislative changes for 
broader protocol acceptance

Delegated medical authority
Remote supervision by an on-call 
medical director for reporting 
responsibility

Real-time communication  
challenges in rural or busy 
environments

Emergency exemption clauses
Amend Section 29 of the Medicines 
Act 1981 to allow specific emergency 
exemptions

Legislative amendments needed; 
safeguards required to prevent 
misuse

Streamlined reporting system
Develop digital tools for real-time or 
shift-end reporting

Adds administrative steps but is 
less burdensome than current 
requirements


