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Introduction

Many countries and patient populations lack access to 
appropriate antimicrobial treatments, resulting in undue health 
burdens and increased mortality. According to the World Health 
Organization, access to quality-assured, essential antimicrobials 
is critical to reducing the spread of antimicrobial resistance 
(AMR). As one of the largest private sector coalitions set up to 
provide sustainable solutions to curb AMR, the AMR Industry 
Alliance (the Alliance) is committed to improving equitable 
access to antimicrobials and diagnostic technologies. Ensuring 
sustainable, equitable, and appropriate access to antimicrobial 
products requires collaborative, multisectoral, and patient-
oriented solutions to access challenges. 

This roadmap addresses barriers that are limiting access for 
patients around the world, and for which there is opportunity 
for progress through multistakeholder action: barriers related 
to diagnostics infrastructure, diagnostics valuations and 
funding, antimicrobial regulatory issues, demand forecasting, 
and antimicrobial procurement challenges. The roadmap offers 
a collaborative framework for members of the private and 
public sectors to tackle these access barriers and strengthen 
healthcare systems.

In the lead-up to the United Nations General Assembly High-
level Meeting (HLM) on AMR, the Alliance calls for greater 
partnership between governments, civil society organizations, 
and the private sector to improve patient access to appropriate 
diagnostics and antimicrobials worldwide.
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Background

Antimicrobials and infectious disease diagnostics have together 
revolutionized medicine over the past century. They have helped 
cure and treat many infectious diseases that previously posed 
severe threats to human health. Furthermore, by protecting 
against infections, antimicrobials make practices such as surgery 
and cancer care possible.1 Since their introduction approximately 
100 years ago, antimicrobials have been estimated to add an 
average of 23 years to global lifespans.1 Diagnostics, in turn, play a 
vital role in disease treatment and in preserving the effectiveness 
of antimicrobials by helping medical professionals understand 
what treatments are appropriate for their patients. Together, these 
innovations are the foundation of effective health systems2 – that 
is why it is so important that patients have access to appropriate 
antimicrobials and diagnostics when they need them.

Multiple estimates suggest that global antimicrobial consumption 
is on the rise,3,4 with some studies showing that antibiotic usage 
increased by as much as 46% from 2000 to 2018.3 Paradoxically, 
many patients around the world can access only a limited range 
of antimicrobials and may not have access to diagnostics at 
all. Misuse of antimicrobials, whether through overuse when an 
antimicrobial is not medically indicated or through the use of 
an inappropriate antimicrobial when the right treatment isn’t 
available, is a major driver of AMR. Antimicrobial stewardship 
practices that can delay the rise of AMR require access to 
effective antimicrobials and diagnostics.
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To help promote stewardship and enable appropriate access 
worldwide, the World Health Organization (WHO) developed the 
AWaRe (Access, Watch, and Reserve) classification system for 
antibiotics. First published in 2017, the AWaRe list is updated 
every two years by the WHO Expert Committee on Selection and 
Use of Essential Medicines. The AWaRe classification organizes 
antibiotics into “Access,” “Watch,” and “Reserve” groups while 
also suggesting combinations of antibiotics that should not be 
used together in clinical practice. 

a This definition comes from World Health Organization documentation on AMR32

The AWaRe classification currently covers 258 drugs.a To 
encourage appropriate use, WHO set a target calling for 60% 
of global antibiotic consumption to be Access group antibiotics 
in 2023.6 A 2021 examination of sales data from 76 countries 
between 2000 to 2015 found that 45% (42 out of 76 countries) 
were not achieving this goal.7 This result suggests that there is 
a worldwide problem with the appropriate use of antimicrobials 
and that patients often do not have access to appropriate 
antimicrobials when they need them.

The Access group 
includes antibiotics 
with a narrow spectrum 
of activity that are used 
for empiric treatment 
and should be widely 
available. 

The Watch group 
contains antibiotics that 
are more commonly 
used in sicker patients 
in hospital settings 
that should be carefully 
monitored to avoid 
overuse.

The Reserve group 
contains antibiotics 
considered as backup 
options for use only 
when specifically 
needed to treat 
multi-drug resistant 
infections.5 
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Access to diagnostics is also challenging in many parts of the world. 
Although diagnostics have been found to impact between 60% 
and 70% of all healthcare decisions,8 research suggests that 
nearly half the world’s population have little or no access to any 
diagnostics tests.9 Successful use of diagnostics for infectious 
disease cases can help patients get the right treatments sooner, 
facilitating their recovery and slowing the rise of AMR. Conversely, 
without access to testing, doctors must treat patients based 
on incomplete information. In such cases, patients may be 
subjected to ineffective treatments or treatments that contribute 
to resistance. Diagnostics play a vital role in enabling the targeted 
and appropriate use of antimicrobials, which have the potential to 
improve patient outcomes and reduce the spread of AMR. 

The AMR Industry Alliance has set out commitments related 
to improving patient access to antimicrobials and diagnostics. 
In support of those commitments, the Alliance has supported 
research and analysis on key access barriers, including health 
system weaknesses,10 supply chain vulnerabilities, issues 
with unpredictable demand, market access challenges,11 and 
regulatory frameworks.12 Additionally, individual companies 
within the Alliance have undertaken independent activities to 
support global access.13 However, further action is needed by 
all stakeholders. This roadmap suggests areas where members 
of the public and private sectors could work together to ensure 
antimicrobials and diagnostic technologies are available to the 
patients and medical professionals who need them.

ALLIANCE COMMITMENTS ON ACCESS

Address barriers to patient access to the most 
appropriate treatment, vaccine or diagnostic.

Work to reduce the prevalence of substandard 
and falsified AMR-relevent products.

Work in collaboration with policymakers to 
create an economic and regulatory environment 
that enables the sustainable supply of quality-
assured antibiotics. 
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Improving Diagnostics Access 
and Infrastructure

Diagnostic technology is crucial for appropriately treating patients 
and preventing the development and spread of AMR. When a sick 
patient presents to a medical facility, it is often not immediately 
apparent what illness the patient suffers from. In these cases, 
regardless of location, if an infectious disease is suspected, but no 
data are available to help diagnose the cause, doctors will often 
prescribe broad-spectrum antibiotics as a precautionary measure. 
If the patient gets better, the problem is solved. If the patient does 
not, the doctor may reassess the treatment plan and try other 
antibiotic options. This “empiric” treatment of infectious disease 
patients is the current reality for patient care worldwide; the 
practice contributes to antimicrobial overuse and misuse, which 
which accelerates the development of resistance.2

Diagnostics can help healthcare providers avoid the downsides 
of empiric prescribing. It is estimated that between 30% and 
50% of antibiotics prescribed to humans may be inappropriate.14 
Diagnostics can determine if the cause of an illness is due to an 
infection, the type of infection, and what antimicrobials would 
be most appropriate to treat the infection. Depending on the 
test used, diagnostics can also help doctors arrive at the right 
treatment decision much quicker than would be possible through 
empiric trial and error. Additionally, once an individual has initiated 
antibiotic treatment, diagnostics can enable treatment monitoring 
to guide whether antibiotics can be discontinued for more 
optimized utilization.
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Too many people around the world still have little to no access 
to diagnostics.9 Numerous factors contribute to this situation. 
Complexity among diverse regulatory systems can make it 
challenging for manufacturers to quickly make new diagnostics 
available worldwide. Even in countries where diagnostics 
are approved, broader adoption requires adequate clinic and 
laboratory infrastructure, including a sufficient number of trained 
technicians in the workforce, to collect samples, perform quality 
testing, and deliver reliable results at the speed and volume 
required by health systems for patient care. Testing is also 
heavily reliant on communications technology, which is essential 
to facilitate test ordering and reporting of results to medical 
providers in a reasonable time. 
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Furthermore, for adoption to be achieved, diagnostics must 
be reimbursed at a level that makes them a good investment 
for clinics, laboratories, hospitals, and health systems, and 
prices must be set to allow for the sustainable manufacturing 
of testing instruments and kits. For diagnostics to be utilized 
appropriately for the benefit of patients, there must be education 
and awareness about the clinical utility of testing and its crucial 
role in guiding optimal antimicrobial prescribing. Any of the 
aforementioned challenges can prevent access to testing, 
limit optimal test utilization, or delay results, which can drive 
inappropriate antibiotic use, potentially leading to worse patient 
outcomes and increasing AMR. 

Many of the diagnostics-related issues described above also 
impact access to antimicrobials. A lack of accurate data on 
resistance patterns and limited access to diagnostics can affect 
antimicrobial development decisions and launch plans. Without 
accurate and up-to-date surveillance information provided 
by diagnostics technology, there is no way to tell where new 
antimicrobials are needed.

Among the many challenges of diagnostics access, this 
roadmap section considers infrastructure as well as value 
recognition and investment issues.
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Barriers to Diagnostics Access

Diagnostic Access Barriers and Solutions at a Glance

Governments, 
multilateral 
organizations, 
NGOs

Governments, 
healthcare 
professionals, 
civil society, 
private sector

Governments, 
academics, 
private sector

Diagnostics 
Infrastructure

Recognition of the 
Value of Diagnostic 
Technology

Inadequate health 
system infrastructure 
hinders the introduction 
and appropriate use of 
diagnostics technology 

In many health systems, 
diagnostics technology 
is available but not 
optimally utilized 

In places where the 
value of testing isn’t 
recognized, it is difficult 
for the private sector 
to invest further into 
the introduction of new 
technology

Ensure microbiology labs get 
proper resources to implement 
the diagnostic solutions 
necessary to speed up the time 
to result and the time to effective 
therapy, in particular by promoting 
more rapid and informative 
tests, more effective data-
handling tools, and maximizing 
the efficiency of centralized or 
decentralized testing.

Create and support training 
programs around the importance 
of diagnostics to clinical care 
and surveillance, including the 
use of technology to promote the 
appropriate use of antimicrobials 
and antimicrobial stewardship. 
Ensure that healthcare 
systems have incentives to use 
diagnostics through appropriate 
reimbursement mechanisms.

Demonstrate the value of 
diagnostics to society using 
robust and indisputable 
methodology within pricing and 
health technology assessments. 

ActorsPriority area for access Issue Call to Action
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Diagnostics Infrastructure01

Diagnostics are only useful if tests can be ordered at an appropriate time 
and performed with quality assurance, with results communicated back to 
medical professionals in a timely manner. Research shows that in countries 
across all income bands, but particularly in low- and middle-income 
countries (LMICs), laboratory infrastructure is inadequate.15,16,17 Problems 
with electricity, biosafety requirements, internet connectivity, supply chain 
stability (including for essential chemicals and substances needed for 
conducting tests), laboratory workforce capacity, and other issues can 
result in a lack of access to testing or quality issues and delays that may, in 
some cases, render test results meaningless for patient treatment. Even if 
available, diagnostics cannot benefit patients without the infrastructure in 
place to support its use. 

The issue

What can be done to 
address this issue?

As part of commitments towards achieving Universal Health Coverage, 
governments around the world have committed to achieving access 
to quality, safe, effective, affordable, and essential diagnostics for all 
people by 2030.18 This will only be possible if governments commit to 
laying the groundwork that make diagnostic testing possible. Sustainable 
clinic and laboratory infrastructure improvements must be prioritized by 
governments as part of strategies to improve health system sustainability 
and resilience.

There is no one-size-fits-all solution; actions should be tailored to 
the specific barriers relevant to the local contact and can include 
improvements to electricity, internet connectivity, biosafety requirements, 
laboratory workforce capacity, and resource availability. Better resourced 
labs can invest in faster, more informative tests and better data 
infrastructure that enable them to work more effectively and optimize 
reporting of results. 
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Recognition of the Value of 
Diagnostic Technology

02

Even in health systems around the world where diagnostics are available 
and accessible, they must be used by healthcare providers to have an 
impact. Diagnostics offer many benefits: they improve patient health by 
facilitating earlier diagnosis and optimal prescribing; they save money for 
healthcare systems by improving patient outcomes19; and they prevent the 
spread of antimicrobial resistance by helping doctors prescribe the right 
antimicrobial. Diagnostics can positively transform healthcare decision-
making. Yet, despite their clear benefits, health professionals do not always 
use diagnostics to inform clinical practice. 

Low awareness about the value of testing can lead to insufficient budgets for 
diagnostic technology. Where the relative value of testing is not recognized, 
there is no demand for further investments into testing, and as such, testing 
infrastructure cannot be developed in such a way that would make the tests 
more accessible and useful to medical professionals. Research suggests that 
even in high-income countries, diagnostics are underfunded.8,19 

The issue

What can be done to 
address this issue?

Efforts to improve the utilization of existing diagnostic technology could 
quickly enhance access for many people around the world. Governments 
and academic institutions could do much to improve health care quality 
by creating and expanding training programs for healthcare professionals 
about the value of the tests currently available to them for clinical care and 
surveillance and the usefulness of testing for antimicrobial stewardship.

Efforts should be made to prove that value through robust and 
indisputable methodology, and Governments should recognize that 
evidence in pricing and health technology assessments. There have been 
calls for countries worldwide to consider the benefits of more robust 
testing infrastructure and work toward the goal of allocating 4% of health 
budgets for diagnostics.20 This enhancement would help bring diagnostics 
to more people over time.



Equitable and Responsible Access RoadmapAMR INDUSTRY ALLIANCE / 13

Members of the AMR Industry Alliance are already working to address the 
issues described above in countries around the world. For example, over the 
past few decades, health infrastructure and equipment have deteriorated 
in Cote d’Ivoire due to poor economic conditions and a lack of healthcare 
funding. In 2018, the Ministry of Health (MOH) began working to address 
this issue, creating a new initiative that aims to construct twenty 120-200 bed 
hospitals in the country, positioning Cote d’Ivoire as a hub for healthcare 
in the West African sub-region. This initiative recognized the importance of 
diagnostics infrastructure in the form of funding to create laboratories. In 
2020, bioMérieux was awarded contracts to integrate its blood culture and 
infectious disease (ID) & antimicrobial susceptibility testing (AST) solutions 
into 18 of the new hospitals. 

In Cote d’Ivoire, as in many countries, just having diagnostic technology 
is not enough to ensure the effective and appropriate use of testing. To 
address this, bioMérieux did not just install technology; it also implemented 
training and awareness programs. The company helped hospitals integrate 
new technology into the latest AMR management guidelines, funded 
education programs for healthcare professionals, created a segment on 
AMR awareness in a local television show, and ran a program on sanitation 
for the public. With the funding from the Government alongside the 
awareness and training efforts of bioMérieux, patients at the new hospitals 
in Cote d’Ivoire now have enhanced access to diagnostic technology.

AMR Industry Alliance Member Action
CASE STUDY
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Improving Antimicrobial Access

Lack of access to life-saving antimicrobials remains a global 
problem. Surveys by the WHO and other groups suggest multiple 
challenges related to the sustainable availability of antibiotics 
(both novel and generic) around the world.21,22  A 2018 study found 
that only 12 of the 25 novel antibiotics approved between 1999 
and 2014 were registered in more than 10 countries.23 A 2022 
study that examined 14 high-income countries, where it might 
be expected that the resources and infrastructure exist to support 
better access, found that even in these countries, there is limited 
or delayed access to many of the new antibiotics first approved 
between 2010 and 2020.24 The Access to Medicines Foundation 
2021 AMR Benchmark reported that just 14% of generic antibiotics 
are registered in more than ten of the 102 low- and middle-income 
countries researched.25

These access gaps are the result of complex and unharmonized 
regulatory systems, antibiotic prices too low to cover costs, 
logistical issues, and a lack of demand predictability, among other 
issues. Equitable and sustainable access to antimicrobials will 
require coordinated action from a wide range of stakeholders in 
every country.



Equitable and Responsible Access RoadmapAMR INDUSTRY ALLIANCE / 15

It is estimated that 5.7 million people die each year in LMICs 
due to a lack of access to antibiotics.26 As already noted, even 
in situations where there is access to antimicrobials, patients 
do not necessarily always have access to the most appropriate 
antimicrobial for their case. It is crucial that stakeholders around 
the world work to ensure that every patient has access to the 
right antibiotic at the right time. 

Toward improving antimicrobial access, this roadmap focuses 
on the barriers of regulatory issues, demand forecasting, 
and procurement challenges. While these are not the only 
challenges impacting access, taking action in these areas could 
significantly increase the availability of necessary antibiotics 
across the world. 



Equitable and Responsible Access RoadmapAMR INDUSTRY ALLIANCE / 16

Governments, 
multilateral 
organizations

Governments, 
private sector, 
multinational 
organizations

Governments, 
academia

Governments, 
academia, 
multinational 
organizations 

Antibiotic Regulatory 
Issues

Forecasting and 
Surveillance

Antibiotic procurement 
challenges

Registration processes 
in many countries 
are inefficient.
Limited resources for 
registration and differing 
requirements across 
countries limit where 
companies seek approval 
for antibiotics

Without accurate data 
on infectious disease 
trends and resistance 
rates, decisions about 
new registrations and 
manufacturing volume 
are difficult, creating 
barriers to the access of 
antimicrobials. 

Procurement policies 
can drive the prices of 
antibiotics down to the 
point where the price of 
any drug is too low to 
allow for its continued 
manufacturing and 
supply to the market

Enhance regulatory efficiencies 
and reduce cost barriers to 
market entry by allowing for 
flexibility in registration dossier 
requirements and by making 
use of reference approvals, 
reliance mechanisms, and WHO 
prequalification when possible.

Increase investment into 
diagnostics and health data 
infrastructure needed for 
the surveillance of diseases, 
antimicrobial use, and resistance. 
Encourage microbiology labs to 
collaborate on infection control 
and the surveillance of resistant 
organisms. Leverage surveillance 
data for demand forecasts 
communicated to manufacturers. 

Develop pricing and 
reimbursement methodology 
that better reflects the value that 
antibiotics bring to society.

Consider the development 
of subscription or other new 
payment models for antibiotics 
to incentivize access rather than 
the volume of drug sold.

Barriers to Antimicrobial Access

Antimicrobial Access Barriers and Solutions at a Glance

ActorsPriority area for access Issue Call to Action
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Antibiotic Regulatory Issues03

Before an antibiotic can be used, it must be registered in the country where 
the use will happen. However, differing requirements for registration mean 
that it can take years for companies to submit and secure regulatory 
approval in multiple countries. It is impossible to develop and use a single 
registration dossier to obtain approval worldwide. This is not just an issue 
for antibiotics; it is a problem for all medicines. However, it is a particularly 
challenging barrier for antibiotics, which already face viability challenges. 
The varying complexity and requirements of different registration 
systems compound this problem. For instance, many countries require 
locally conducted clinical trials or trial results from specific populations. 
Complex and unharmonized regulatory processes, combined with resource 
restrictions, create a significant barrier to antibiotic access for both novel 
and generic medicines. 

The issue

What can be done to 
address this issue?

Changes to regulatory processes could help to enhance access for 
patients. A 2022 study supported by the AMR Industry Alliance on 
regulatory issues related to antibiotics in three LMICs done by One 
Health Trust found common solutions to diverse regulatory issues 
across countries: regulatory system strengthening and regulatory 
harmonization.12 Regulatory systems could be improved by waiving 
requirements for in-country trial data, reducing financial disincentives 
to market entry, and making use of reference approvals where possible. 
Countries should also consider reliance mechanisms, including working 
with the WHO on the collaborative procedure for accelerated registration 
of prequalified finished pharmaceutical products.27
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Forecasting and Surveillance04

Forecasting in healthcare is a challenge.28 For antimicrobials, the inability to 
accurately forecast infectious disease patterns and resistance can lead to 
supply constraints. A lack of data on the potential demand for antimicrobials 
can make it difficult for the industry to assess unmet medical needs and 
make decisions about where to seek registration and launch antimicrobials. 
Forecasting demand is particularly important because adjustments to 
production and supply chain can be lengthy and costly, especially if a new 
facility is required. Facilities are run at maximum utilization to optimize 
costs, reducing flexibility to ramp up production in the case of demand 
surges or to cover a shortfall by another manufacturer. 

Demand can be hard to forecast for many reasons. Among them, resistance 
patterns and localized infectious disease outbreaks are difficult to predict, 
the development, revision and adoption of treatment guidelines can impact 
demand for specific products, and, in many countries, there are limitations 
to the amount of data available. Diagnostic infrastructure is crucial to this 
issue; robust surveillance systems supported by diagnostic technology are 
necessary to understand infectious disease trends and resistance rates. 
Even when forecasts based on epidemiologic studies and surveillance 
data exist, the forecast may not be supported by adequate health system 
financing, and the translation of forecast data into procurement may differ 
substantially from the demand suggested by studies.

The issue

What can be done to 
address this issue?

Improving health data infrastructure and expanding the use of diagnostic 
technology to inform resistance and antibiotic consumption surveillance 
systems could help to improve forecasting in many countries. A 2022 
report supported by the AMR Industry Alliance found that surveillance 
practices continue to be underdeveloped in many countries.11 This 
is yet another reason why diagnostics and laboratory infrastructure 
improvements are so important. Policies are needed to encourage more 
microbiology labs to collaborate on surveillance and infection control. 
Particularly in LMICs, there are opportunities for governments and the 
private sector to work together toward strengthening infrastructure to 
better track changes in antimicrobial use. This infrastructure is also 
important for monitoring falsified antibiotics, which are estimated to 
comprise 5% of the global pharmaceutical market.29 Better monitoring 
could help connect the high-quality antimicrobials to the right patients at 
the right time.
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Antibiotic Procurement Challenges05

Antibiotic procurement policies and practices can create challenges for 
access across countries of any income level. A 2022 report supported by 
AMR Industry Alliance noted many instances where health systems faced 
challenges in obtaining sufficient supply due to unsustainable procurement 
practices, including the cases of price caps on benzathine penicillin 
G, price controls in India on cefazolin, and single supplier contracts in 
Germany that have all been associated with shortages.11 These policies 
and practices, particularly for generic antibiotics, can drive the prices of 
all products down to the point where the price of an antibiotic is too low to 
allow for its continued manufacturing and supply to the market. They can 
also lead to supplier consolidation (for both finished products and active 
pharmaceutical ingredients (API)), which reduces supply chain resilience and 
can introduce the risk of shortages and stockouts.11 For novel antibiotics, 
procurement policy challenges include health technology assessments and 
reimbursement systems that do not capture the full value these products 
bring. Taken together, pricing pressures introduced by procurement policies 
can severely hinder efforts to sustainably supply antibiotics across the world. 

The issue

What can be done to 
address this issue?

A 2022 report supported by AMR Industry Alliance examined this issue 
and made several recommendations, including pricing and reimbursement 
processes that reflect the actual value of antibiotics to society, and the 
development of new payment models to encourage antibiotic availability in 
participating countries.11

The report’s recommendations include revising pricing policies for off-
patent antibiotics, ensuring a balance between cost-effectiveness for 
health systems and viability for suppliers. This involves reevaluating 
prices for medicines at risk of shortages. Another key strategy is the 
implementation of de-linked subscription models, which would shift 
the focus from sales volume to the value of ensuring the availability 
of antibiotics, enabling financial predictability for manufacturers and 
aligning incentives with public health objectives. Additionally, sustainable 
tender policies that involve multiple suppliers in the procurement process 
are suggested to foster a competitive and stable market, reducing the 
risk of shortages and ensuring a more reliable supply of antibiotics. This 
approach aims to address the challenges of supply chain sustainability in 
both high-income and low- and middle-income countries, contributing to 
improved global access to essential antibiotics.
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Many AMR Industry Alliance members have initiatives aimed at improving 
access to antimicrobials. For instance, Fresenius Kabi has an initiative 
to introduce older, generic antimicrobials to low and middle-income 
countries.30 Alliance members Otsuka, Johnson and Johnson, and Viatris 
are working to overcome registration challenges related to treatments for 
multidrug-resistant tuberculosis.30 Johnson and Johnson has applied for 
the registration of bedaquiline in 72 countries across the world. Otsuka 
and Viatris have worked to make delamanid available across 127 countries, 
with Otsuka establishing compassionate use programs in countries where 
approval is unavailable due to regulatory approval delays or other issues. 
Viatris has also partnered with MedAccess and TB Alliance to reduce the 
price of pretomanid and expand access, in addition to creating a named 
patient access program in countries where the drug is not registered and 
undertaking product donations. 

Alliance member Shionogi is working with the Global Antibiotic Research 
and Development Partnership (GARDP) and the Clinton Health Access 
Initiative (CHAI) on a collaboration aimed at accelerating access to 
cefiderocol in 135 countries.31 The collaboration has an objective of 
prioritizing access in places where public health need and AMR burden 
are highest. The collaboration agreement includes provisions to work with 
government, public, and private sector experts to strengthen hospital-based 
stewardship programs and appropriate use. Ensuring patient access will 
require overcoming different challenges, including technical, regulatory, and 
economic barriers. 

Through these examples and other initiatives, Alliance members are working 
to do their part to overcome regulatory, forecasting, and procurement issues 
to enhance antimicrobial access.

AMR Industry Alliance Member Action
CASE STUDY
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Conclusion

Addressing the complex access barriers for antimicrobials and 
diagnostics will require collaboration from a broad range of 
stakeholders. The AMR Industry Alliance has developed this 
roadmap as a starting point for impactful engagement with other 
stakeholders committed to the fight against AMR. This roadmap 
suggests key areas where action could be taken to significantly 
improve access worldwide. It is hoped that other stakeholders 
will partner with the AMR Industry Alliance in working toward 
solutions to these issues.
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Barriers to Access

Access Barriers and Solutions at a Glance

Governments, 
multilateral 
organizations, 
NGOs

Governments, 
healthcare 
professionals, 
civil society, 
private sector

Governments, 
academics, 
private sector

Diagnostics 
Infrastructure

Recognition of the 
Value of Diagnostic 
Technology

Inadequate health 
system infrastructure 
hinders the introduction 
and appropriate use of 
diagnostics technology 

In many health systems, 
diagnostics technology 
is available but not 
optimally utilized 

In places where the 
value of testing isn’t 
recognized, it is difficult 
for the private sector 
to invest further into 
the introduction of new 
technology

Ensure microbiology labs get 
proper resources to implement 
the diagnostic solutions 
necessary to speed up the time 
to result and the time to effective 
therapy, in particular by promoting 
more rapid and informative 
tests, more effective data-
handling tools, and maximizing 
the efficiency of centralized or 
decentralized testing.

Create and support training 
programs around the importance 
of diagnostics to clinical care 
and surveillance, including the 
use of technology to promote the 
appropriate use of antimicrobials 
and antimicrobial stewardship. 
Ensure that healthcare 
systems have incentives to use 
diagnostics through appropriate 
reimbursement mechanisms.

Demonstrate the value of 
diagnostics to society using 
robust and indisputable 
methodology within pricing and 
health technology assessments. 

ActorsPriority area for access Issue Call to Action
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Barriers to Access (continued)

Governments, 
multilateral 
organizations

Governments, 
private sector, 
multinational 
organizations

Governments, 
academia

Governments, 
academia, 
multinational 
organizations 

Antibiotic Regulatory 
Issues

Forecasting and 
Surveillance

Antibiotic procurement 
challenges

Registration processes 
in many countries 
are inefficient.
Limited resources for 
registration and differing 
requirements across 
countries limit where 
companies seek approval 
for antibiotics

Without accurate data 
on infectious disease 
trends and resistance 
rates, decisions about 
new registrations and 
manufacturing volume 
are difficult, creating 
barriers to the access of 
antimicrobials. 

Procurement policies 
can drive the prices of 
antibiotics down to the 
point where the price of 
any drug is too low to 
allow for its continued 
manufacturing and 
supply to the market

Enhance regulatory efficiencies 
and reduce cost barriers to 
market entry by allowing for 
flexibility in registration dossier 
requirements and by making 
use of reference approvals, 
reliance mechanisms, and WHO 
prequalification when possible.

Increase investment into 
diagnostics and health data 
infrastructure needed for 
the surveillance of diseases, 
antimicrobial use, and resistance. 
Encourage microbiology labs to 
collaborate on infection control 
and the surveillance of resistant 
organisms. Leverage surveillance 
data for demand forecasts 
communicated to manufacturers. 

Develop pricing and 
reimbursement methodology 
that better reflects the value that 
antibiotics bring to society.

Consider the development 
of subscription or other new 
payment models for antibiotics 
to incentivize access rather than 
the volume of drug sold.

ActorsPriority area for access Issue Call to Action

Access Barriers and Solutions at a Glance
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ABOUT THE AMR INDUSTRY ALLIANCE

The AMR Industry Alliance is one of the largest 
private-sector coalitions established to provide 
sustainable solutions to curb antimicrobial 
resistance. The Alliance, comprised of 77 
biotechnology, diagnostics, generics, and research-
based pharmaceutical companies and 10 trade 
associations, facilitates collaboration, reports on 
the industry’s contribution to the fight against 
AMR, and engages with external stakeholders. The 
Alliance seeks to contribute sustainable solutions 
to curb antimicrobial resistance by creating broad 
industry momentum and facilitating collaboration 
between the public and private sectors.

amrindustryalliance.org

https://www.amrindustryalliance.org/
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