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Introduction 
Access to effective antimicrobials is crucial to any healthcare system, but in many countries, 

necessary antimicrobials are not available to patients because they have not been registered and/ or 

introduced (Frost et al., 2019). This introduction barrier is particularly prevalent in low- and middle-

income countries (LMICs). Not only does this directly cause mortality and morbidity, but, by leaving 

infections to spread unchecked, it can also lead to increased rates of resistance.

Through interviews with experts, we sought to learn why LMICs see fewer antimicrobial 

registrations and product introductions than other countries—what we refer to as the “rollout 

problem.” We wanted to understand why large pharmaceutical companies may not register and 

introduce antimicrobial products in LMICs and to identify potential solutions to overcome these 

barriers. This was not intended as an exhaustive analysis of the problem, but carried out as part 

of CGD’s Working Group on antimicrobial resistance (AMR) to understand if this is an issue which 

should be addressed in future research and agreements on AMR. While we focused on registration 

and introduction, it is important to note that this is not the only barrier to access: for example, 

if a country cannot afford the price of a new drug, there is no use in pushing for registration. 

Additionally, while our research focused on the rollout problem for novel antimicrobials, a complete 

understanding of access problems also requires consideration of issues around generics and other 

older anti-infectives, some of which are coming back into use.

https://www.cgdev.org/working-group/new-grand-bargain-antimicrobial-resistance-amr
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The problem 
When patients cannot access antibiotics, infections may remain untreated, causing direct mortality 

and indirect mortality as infections continue to spread; 33 bacterial pathogens are estimated to 

cause 7.7 million annual deaths, globally (Ikuta et al., 2022). Lack of access to antibiotics may also 

fuel the use of inappropriate antibiotics, which can increase resistance as less effective antibiotics 

do not completely treat infections and allow partially resistant bacteria to propagate (Rafiqi et 

al., 2022). Additionally, use of inappropriate antibiotics can include using important later-line 

antibiotics which, when possible, should be kept in reserve. Ensuring access to necessary antibiotics 

is, therefore, one of three key pillars (along with stewardship of antimicrobials and innovation of 

new products) of a sustainable solution to antimicrobial resistance (AMR) (McDonnell et al., 2022). 

Indeed, in scoping interviews with 28 AMR experts as part of the Center for Global Development’s 

(CGD) overarching antimicrobial resistance project, 50 percent of interviewees mentioned ensuring 

access as a key policy priority. Perhaps unsurprisingly, experts who highlighted access as a priority 

disproportionately represent LMICs.

In many LMICs, the lack of access stems from a lack of introduction of key antibiotics in the country 

(the “rollout problem”). Previous research demonstrates the scale of this problem: of 25 new 

antibiotics approved between 1999 and 2014, only 12 had registered sales in more than 10 countries, 

and availability in multiple regions and country classes was “rarely seen within a few years of market 

authorisation” (Kållberg et al., 2018). The AMR Benchmark, produced by the Access to Medicines 

Foundation, demonstrates how the rollout problem primarily impacts LMICs1 (Rafiqi et al., 2021). 

Pharmaceutical companies generally first register their products in higher-income countries with 

larger markets. In 2021, of 17 on-patent medicines, only six were filed for registration in ten or more of 

the 102 LMICs in scope; only seven were covered by an access strategy. While this is an improvement 

from 2020, when only four products were filed in ten or more countries, the numbers are still too low. 

Pfizer and Viatris each expanded registration of specific on-patent medicines in more than 15 LMICs 

since the last benchmark, but they were the only companies to do so. It is clear that there is still a 

large problem: there were 14 LMICs where no antimicrobial products were registered. 

Even within the LMIC category, there is a stark difference: the five LMICs with the most registrations 

are all larger, middle-income countries: South Africa, the Philippines, India, Brazil, and Thailand. 

Only three patented products (developed by Johnson & Johnson, Pfizer, and Viatris) have been 

registered in any low-income country (LIC). While the overall number of products covered by access 

strategies may have increased, there is a widening access gap due to exclusion of LICs: in LICs, 

65 percent of products assessed did not have an on-the-ground access strategy, compared to only 

19 percent of products in upper-middle income countries.

1	 While this problem is particularly concerning for LMICs, it is not unique to these countries: as interviews demonstrated, 
even in small high-income counties with insufficient market sizes, there can be rollout delays.
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Methodology 
Many experts and policymakers noted access as an issue of concern, and there is a vast extant 

literature on wider access issues for LMICs (Ozawa et al., 2019; World Health Organization & 

Health Action International, 2008). Still, there is a lack of research on the specific rollout issue for 

antimicrobials. We posited that rollout might be a particular issue for antimicrobials given their 

unique property that use in one patient decreases efficacy in another. We hypothesized that this 

might make pharmaceutical companies reluctant to register products in countries where both 

revenue is likely low, and use may be inappropriate – leading to resistance increases which could 

harm sales in more profitable countries.

Therefore, we conducted five in-depth, semi-structured interviews with experts representing 

three pharmaceutical companies conducting AMR research, one access-focused NGO, and one 

country regulator. We also re-reviewed notes from the 28 scoping interviews conducted by CGD and 

collaborated with the Access to Medicines Foundation to re-review notes from six interviews they 

conducted with pharmaceutical companies and academics. 

The causes 
Interview findings suggest three reasons for the lack of registration of on-patent medicines in LMICs: 

lack of a market in many LMICs, complexities with introducing drugs into these markets, and fears 

that resistance might develop, which could harm the market in high-income countries (HICs). While 

each of these problems, in isolation, may be solvable, the difficulty arises from their combination. 

Lack of market for novel antimicrobials 
There is only a limited market for novel antimicrobials in most LMICs, and even in some smaller HICs. 

This means there is insufficient return on investment (RoI) to motivate companies to overcome the 

difficulties associated with providing access for these markets. For example, one interviewee stated 

that it takes at least 10 years from launching novel anti-infectives in sub-Saharan Africa to recover 

the costs. Another pharmaceutical representative stated that even in HICs, it is a question of if, not 

when, to launch novel antimicrobials. When a drug is launched, it is only viable within the private 

sector—and even there it is only a marginal financial case.

In terms of volume, the market is small both because of low intrinsic demand and because external 

factors inhibit demand from being realised. On the intrinsic side, on-patent antimicrobials are 

typically indicated for only very specific cases, leading to low sales volumes. Most newly developed 

antibiotics go into the Reserve category of the WHO’s AWaRe categorisation, meaning they should 

“only be used as a last resort when all other antibiotics have failed” (World Health Organization, 2019). 

This small market size is further restricted by extrinsic factors. For example, the healthcare systems 

in some countries are not strong enough to efficiently diagnose patients as requiring Reserve 
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antibiotics. Many LMICs suffer from a lack of demand generation. Patient advocacy for antiretrovirals 

(ARVs) played a large role in ensuring access to these drugs, but there is not the same awareness of 

novel antimicrobials, and so not the same assured demand. 

Due to a lack of data, companies may also struggle to estimate the number of patients in LMICs 

who could benefit from the medication, impacting the business case assessment of the balance of 

commercial returns against ensuring patients have access to necessary medications. Relatedly, 

demand assessment is complicated by forecasting issues. Levine et al., 2008, highlight the difficulties 

of demand forecasting for all medical technologies—but antimicrobials, more than other drugs, 

are subject to massive swings in demand as outbreaks can quickly lead to a surge in demand. Thus, 

antibiotics are 42 percent more likely to be in shortage than other drug types (Raghavendran 

& Christian, 2022). For example, in late 2022 and early 2023, many countries faced shortages of 

amoxicillin after a surge in respiratory infections led to increased demand, with demand in the US in 

October 2022 345 percent higher than in October 2019 (Blank, 2022). These swings are problematic 

both when demand surges, straining supply chains, and when demand is less than predicted, 

frustrating manufacturers who were pushed to register their drugs.

As well as selling at low volumes, novel antimicrobials are often priced too low to generate sufficient 

RoI. This is due to issues with the current reimbursement systems in many countries, which do not 

adequately capture the value of antimicrobials. For example, many Health Technology Assessments 

(HTAs) do not consider the societal value of antimicrobials when setting the price of the product 

(Colson et al., 2021). It is also difficult to estimate the ability of new drugs to reduce resistance. Given 

that HTAs are usually conservative when counting benefits, this leads to systematic undervaluing 

of such drugs. Indeed, representatives from several pharmaceutical companies mentioned the 

HTA system as a barrier. Even where HTAs have been updated to better reflect the specifics of 

antimicrobials, such as in the new NICE model in England (Schurer et al., 2023), interviewees noted 

that some pharmaceutical companies still find the system is too challenging and there is insufficient 

data to meet the standards. One interviewee stated that countries often replicate industry-produced 

data, leading to inefficiencies. Additionally, interviewees reported that the pricing systems are 

unclear in LICs, with one stating “we prefer to launch in developed markets where the pricing 

reimbursement is clear.” Even in HICs, price negotiation is a difficult and time-consuming process. 

Complex product introduction processes 
Compounding the issue of low RoI is the burdensome process for product introduction in many 

regions, and the fact that processes may differ among countries due to differences in local health 

systems and epidemiology. One interviewee described the process as so convoluted that the 

pharmaceutical company (s)he represents was still launching drugs in new countries nine years 

after the initial country launch.
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Data and infrastructure requirements 
Ahead of introducing a drug in a new country, companies need to conduct surveillance about which 

infections are dominant; determine what clinical trial data is required for approval; and consider the 

medical situation in each country, including what drugs are currently used and how appropriately, 

whether guidelines for appropriate use are in place, and usage rates of diagnostics. Additionally, 

after introduction, further post-marketing surveillance is required. Combined, this data collection 

and surveying are hugely burdensome for companies—and each additional country considered 

entails additional effort. Data collection can be especially burdensome in convoluted or fragmented, 

regionalised markets such as in India, or in markets with little transparency, and often requires 

pharmaceutical companies to partner with an organisation on the ground. While many of these steps 

are universal for the rollout of all medicines, it is especially challenging for antimicrobials due to the 

additional lift of understanding resistance rates; the difficulties in generating clinical trial data for 

antimicrobials (Stafford et al., 2014); and the particular importance of understanding antimicrobial 

usage due to the negative externalities of use.

The introduction of antimicrobials also requires more infrastructure than is needed for other 

drugs, due to the extra importance of ensuring appropriate use. There should be suitable healthcare 

infrastructure for stewardship measures, for example accurate and up-to-date treatment protocols, 

effective diagnostics, and good provider understanding of resistance. In many LMICs, however, there 

is insufficient public infrastructure to manage the rollout of drugs. Companies and countries can 

become stuck in a loop where “pharma [only] goes where infrastructure allows,” but governments 

have little incentive to build infrastructure for a drug that does not exist in their country – and the 

cost to the company of developing infrastructure would not make sense given the RoI. Where there 

is political momentum and interest in AMR, resources instead flow to research and development or 

surveillance. However, one pharmaceutical representative told us of seeing an encouraging shift 

towards a “build while we go” approach, rather than being paralysed by a lack of infrastructure. 

Similarly, finding manufacturing facilities which appropriately control discharge of active 

ingredients is a particularly acute concern for antimicrobials given the interlinkage of resistance 

in the environment and in humans and animals (UN Environment Programme, 2017). Innovative 

pharmaceutical companies are often uninterested in low-margin antimicrobial manufacturing 

for LMICs, meaning technology transfers are required. However, these take time, especially when 

working with major manufacturers which lack local country presence, and it can be challenging to 

find manufacturers with the technical equipment and knowledge for the complex manufacturing 

processes required for certain novel antimicrobials. For example, one interviewee reported that 

appropriate manufacturing is a bottleneck in the rollout of cefiderocol due to the specific “non-

standard” manufacturing processes required (European Medicines Agency, 2020a). There can also 

be bottlenecks in the availability of materials: one pharmaceutical company reported that they rely 

on only a few countries for Active Pharmaceutical Ingredients.
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Registration requirements 
Another hurdle for companies is the registration process, and the fact that registration is required 

in each additional country but often via a different process requiring different data or materials. 

This imposes delays as companies compile the relevant dossiers, translate documents, and adapt 

to different requirements, for example to manufacture in-country. One interviewee described the 

documentation requirements for all 52 African countries—and the lack of synergy between them—

as a “headache.” Furthermore, even after a product has been registered for one indication, gaining 

approval for other indications entails significant effort, often requiring further trials. Approval of 

amendments to dossiers can interrupt supply chains and impose delays. 

While the complexities of registration can be a barrier for all classes of drugs, the difficulty of 

recruiting patients and running clinical trials for antibiotics can make it especially challenging for 

pharmaceutical companies to compile the necessary trial data to meet the requirements of different 

countries (Miseta, 2020). Increasingly, countries such as the US are exploring and using innovative 

new trial designs (for example: FDA, 2024), but smaller and/or poorer countries may not have 

sufficient expertise to assess such submissions. In addition, high registration fees combined with 

the low RoI for antibiotics can prove a prohibitive barrier. Indeed, this was even seen in the European 

Union, the world’s second largest pharmaceutical market (European Federation of Pharmaceutical 

Industries and Associations, 2024): Cipla withdrew their marketing authorisation application to the 

European Medicines Agency for the antibiotic Zemdri, citing the “cost expected to be required for 

approval and post-approval” – and this antibiotic is included on the WHO’s Essential Medicines List 

(European Medicines Agency, 2020b; World Health Organization, 2023a). 

While companies may commit to filing for registration in countries where clinical trials were 

conducted, there is often no such commitment for other places. Therefore, while registration might 

be guaranteed in (the predominantly upper-middle income) countries such as South Africa, China, 

and Brazil where trials are often run, smaller, low-income countries are often excluded.2

Resistance fears 
Finally, while the combination of low RoI and burdensome processes means companies have little 

incentive to rollout antimicrobials, they may also have disincentives to ensure access to these 

products in LMICs. This is due to fears that the development of resistance in these countries could 

harm their (profitable) markets elsewhere. This fear is unique to antimicrobials since they differ 

from other drugs, where use in one person does not impact efficacy in another. Antimicrobials are 

also much more prone to misuse due to wide-spread misunderstandings about their efficacy (with 

many people believing they can treat viruses such as the flu (World Health Organization, 2015)), and 

oral antimicrobials being easy for patients to use.

2	 In 2021, 21,974 clinical trials were conducted in upper-middle-income countries, and only 440 in low-income countries 
(World Health Organization, 2023b). 
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We know that inappropriate overuse of antimicrobials leads to increasing resistance, and 

that resistance does not respect borders (Barlam & Gupta, 2015). Therefore, companies want 

to be confident that their drug will be used appropriately and thus will maintain efficacy. One 

pharmaceutical company told us that they check hospital protocols to ensure their product will 

be used appropriately and will not register in places with insufficient infrastructure to support 

conditions for good stewardship. While WHO experts agreed that this is a “valid” concern, it can 

nonetheless cause difficulties for LMICs which do not have strong stewardship records. For example, 

some LMICs do not have sufficient capacity to properly enforce prescription rules (Auta et al., 

2019; Jacobs et al., 2019), nor to ensure reliable adherence to prescriptions, as this requires strong 

healthcare systems.

However, while all five interviewees mentioned stewardship concerns, two interviewees (who did not 

represent pharmaceutical companies) expressed scepticism that this truly impacted the failure to 

rollout antibiotics, believing instead that resistance fears could be an “excuse” for companies to hide 

behind.

Possible solutions  
While there is no “one-size-fits-all-products” approach, there are many tools and approaches which 

can motivate and support companies to rollout antimicrobials in LMICs. It is encouraging to see a 

range of innovative new models being piloted to resolve this problem.

Improving the market 
There are several levers through which the lack of RoI for antimicrobials can be addressed. Firstly, 

the value assessment system can be improved so as to more accurately reflect the societal value of 

antimicrobials and so increase revenue for developers. This could entail carving antibiotics out of 

traditional reimbursement systems (as in Germany and France (Gotham et al., 2021)), or updating 

HTA systems to consider the broader “STEDI” aspects of value (Outterson & Rex, 2020)3 (as in the UK 

(Leonard et al., 2023)). However, more work is needed to determine the best methodology to assess 

value in LMIC scenarios, since different attributes may be valuable in these contexts. In general, 

tendering systems need to consider other aspects of value, including valuing durability in supply, 

valuing appropriate manufacturing practices (which minimise effluence and discharge), and valuing 

a split market that is more robust against economic difficulties.

3	 STEDI stands for Spectrum (the value of narrower spectrum drugs because of their lower impact on the microbiome), 
Transmission (the value in reducing infection spread), Enablement (the value of enabling procedures through prophy-
laxis), Diversity (the value of a range of treatment options to reduce selection pressure) and Insurance (the value of being 
prepared for future infections).
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Secondly, the market can be improved by ensuring adequate and predictable demand. As one 

interviewee stated, we need to fix both the supply and demand sides, because without demand there 

is no access. Even if drugs are added to the WHO’s Essential Medicines List, pharmacists and/or 

regulators may not check this. Therefore, demand generation—including working with countries 

to change guidelines and engaging with clinicians and prescribers to update their practices—is 

key. Similarly, end-user engagement—such as educating patients—could help improve access: HIV 

patients played an important role in advocating to secure access to anti-retrovirals (Sunguya et al., 

2016). Companies could also improve their market intelligence to better understand where there is 

demand for specific products.

Alternatively, rather than directly improving the RoI, interviewees suggested on drawing on ideas 

of corporate social responsibility, given the pandemic risk of AMR. Companies could approach 

LMIC markets with a “not profit/not loss” model; they could use non-exclusive voluntary licensing 

agreements to ensure sustainable supply. Indeed, we are seeing some encouraging signs from 

industry. On advice from the Access to Medicines Foundation, Pfizer and Shionogi are both now 

disclosing surveillance data. Pfizer recently launched the philanthropic Accord for a Healthier 

World (Pfizer Inc., 2022), and one pharmaceutical representative stated that their “first objective is 

to expand access to everyone who needs novel anti-infectives.” Most interviewees seemed to accept 

that industry should not expect to make large profits on antimicrobials in LMIC markets—and that 

any mechanism which could provide a cost neutral way of reaching smaller LMIC markets would be 

beneficial compared to the status quo.

Ensuring appropriate stewardship 
Ensuring stewardship is crucial, both because access without stewardship is unsustainable, and 

to allay industry fears which may inhibit rollout. Countries need to be supported to introduce 

antimicrobial stewardship programs, including education programs for both physicians and 

patients, and diagnostic training. Additionally, usage and resistance rates should be tracked. One 

interviewee noted that, to ensure appropriate use, we should be prioritising access to easy-to-use 

diagnostics, which can be used without infectious disease experts.4 

Partnerships 
There was universal agreement among interviewees on the power of partnerships for ensuring 

access. Partnerships also increase trust in industry, which can facilitate data sharing and so remove 

inefficiencies. Interviewees cited examples where big vertical programs comprised of governments, 

donors, local NGOs, and companies have successfully worked together on issues of supply 

chains, infrastructure, guidelines, tendering and procurement. Partnerships can span multiple 

stakeholders: pharmaceutical companies, NGOs, governments, or supranational organisations. 

4	 While this note focuses on novel antibiotics, it is crucial that we continue to emphasize the importance of point-of-care 
diagnostics for all antimicrobials to ensure we preserve their efficacy and thus minimise the need for novel antimicrobial 
rollouts.
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At the international level, countries should work together, with HICs enacting push and pull 

incentives to increase antimicrobial development and supporting LMICs to strengthen their 

healthcare systems to develop financially viable and sustainable markets. This could be facilitated 

by advocacy messaging explaining to HICs the potential global harms from increasing resistance. 

At the country level, pharmaceutical companies can benefit from local partners who can speak 

to local laws and norms and advise on the most effective ways to change local practice to ensure 

stewardship. Where companies do not have capacity to manufacture for smaller markets, technology 

transfer to local manufacturers is crucial, although one interviewee stressed the importance of 

product developers remaining involved given their knowledge of the product. Local manufacturing 

partnerships also reduce underserved regions’ dependency on fragile supply chains. 

For example, Shionogi partnered with GARDP and CHAI to rollout cefiderocol (Global Antibiotic 

Research & Development Partnership, 2022), and are additionally looking for strong country partners 

and infectious disease networks to ensure stewardship. Pfizer are working with groups such as the 

British Society for Antimicrobial Chemotherapy to promote good stewardship (British Society for 

Antimicrobial Chemotherapy, 2022).

Registration reform 
Proposals to improve registration can be categorised into several buckets. Several interviewees 

discussed the possibility of pooled registration, possibly at the regional level. Such a system would 

reduce the workload both for pharmaceutical companies (in terms of fewer dossiers required) and  

for national regulators, who could coordinate to share the workload and prevent duplication of 

effort. For example, the European medicines regulatory system pools expertise from a network of 

around 50 regulatory authorities from the 30 European Economic Area countries, the European 

Commission, and the European Medicines Agency (European Medicines Agency, 2023). Products 

need only one application, one assessment, and one market authorisation for the whole of the EU. 

The success of such a model depends on harmonised requirements across countries and adequate 

legal provisions so that national regulatory agencies do not need to repeat the submission/revision 

process at the country level after the regional review is conducted. 

A related approach is to harmonize registration requirements, or to allow leveraging of submissions 

from other countries while leaving registration as a national right. The Southern African 

Development Community has endorsed the ZaZiBoNa collaborative medicines initiative, where 

different country regulators each take part of the dossier and share the reports (Sithole et al., 2022). 

Each country regulator then makes an individual decision, allowing governments to receive the 

registration fees, which can be an important source of income. This model can help companies 

launch in multiple markets simultaneously. However, while most interviewees stated that 

regulatory harmonization could be beneficial, one warned that harmonisation needs to be carefully 

implemented to ensure it cannot be used as a cover to remove pressure on individual national 

regulators to approve drugs.
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Interviewees also discussed additional ways to improve the efficiency of registration, including 

companies proactively communicating with regulators; an international system to aid with 

translation of dossiers for different countries; working with in-country partners to generate dossiers 

with the necessary data for each country; and a focus on education and knowledge transfer to ensure 

sufficient expertise in countries to assess dossiers. The rollout of HIV medications was aided by 

the WHO pre-qualification system, which allowed smaller countries to fast-track the registration 

process (‘t Hoen et al., 2014); experts believed that a similar fast-tracking or prioritisation system 

could be used for antimicrobials. There could even be a process of requesting waivers for bypassing 

registration in certain situations, such as compassionate use in a small number of patients in 

designated hospitals. Data requirements could also be adjusted—for example, allowing data from 

adaptive randomised control trials which allow for more flexibility and incorporate changes as 

the study proceeds (Lanini et al., 2019). One company proposed increasing flexibility for different 

indications. 

Finally, systems could be enacted to motivate companies to register their drugs more broadly. For 

example, one interviewee explained that the Global Fund uses both a “carrot and stick approach” 

to ensure registration in smaller countries, including penalising firms for registering only in large 

countries. The UNITAID-funded CHAI Innovation in Paediatric Market Access scheme updated 

their tender from price-based only to include points for number of country registrations (Cambridge 

Economic Policy Associates Ltd., 2018), resulting in 223 new registration dossiers submitted in 

project countries, including low-volume countries. 

Conclusions and recommendations 
Based on the stakeholder interviews described in this note, and on wider discussions of the CGD 

Working Group on a New Grand Bargain for Antimicrobial Resistance (McDonnell et al., 2023), we 

make the following three recommendations:

First, there should be greater utilisation of partnerships, both among companies and organisations 

(for example following the Shionogi-GARDP-CHAI model) and among countries (i.e., governments 

supporting each other to build from collective expertise). HICs can play an important role in enacting 

push and pull incentives to generate necessary innovation, and in supporting LMIC access to the 

fruits of such research. In the spirit of such collaboration, we were pleased to see the UK’s recent 

pledge of £85 million to support the international community in tackling AMR and the £45 million 

pledge by GSK to develop a global network of experts and institutions to understand the drivers 

of, and propose interventions to tackle, AMR (Dall, 2024). Additionally, companies, countries, and 

multilateral organisations should work together to share disease burden and resistance data. This 

will help ensure drugs can be targeted to regions of greater need.
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Second, countries should expedite and/or harmonize regulation requirements. Work by the One 

Health Trust found that addressing regulatory hurdles is critical to improve access to antimicrobials 

(Kalanxhi et al., 2022). For example, while national regulators in Brazil, South Africa, and India 

allow expedited registration of medicines targeting unmet public health needs, this category does 

not include antimicrobials. A specific category within regulatory frameworks should be created 

for antimicrobials targeting serious infections. Countries should work together to harmonize 

requirements or leverage information from other submissions. Essential antibiotics could be used 

as pilots for expanding joint reviews at the regional level. Alongside this, pharmaceutical companies 

should commit to global registration as a condition of receiving grant money.

Finally, a Sustainable Access Hub, as laid out in the final report of the Working Group (McDonnell 

et al., 2023) could play a critical role in improving access to antimicrobials. This Hub (acting either 

as a single global organizing entity, or as several regional hubs; and ideally acting through an 

existing organisation) would provide a backstop to ensure access where the market fails to do so. 

It would register and distribute products in LMICs where pharmaceutical companies do not have 

capacity to do so; procure a complete package of essential antimicrobials and diagnostics so as not to 

promote unnecessary use of later line drugs; stockpile antimicrobials to ensure supply; and provide 

technical or financial assistance. We applaud access initiatives such as SECURE (which seeks to 

use coordinated pooled procurement, stockpiling and forecasting to expand access to a portfolio of 

essential antibiotics (SECURE, 2023)) and USAID’s Antimicrobial Resistance Access and Stewardship 

Initiative (which is working on country-level interventions to improve the availability of diagnostic 

tools and the appropriate use of antimicrobials in LMICs (CHAI, 2024)). We encourage the scale-up of 

such initiatives to cover all the Sustainable Access Hub functions laid out above. 
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Appendix: Interview Guide 
1.	 What do you think drives decisions on where/ when to rollout antimicrobials?

2.	 Do you believe there is a particular problem with the timely rollout of antimicrobials into  

low- and middle-income countries? Is this problem worse than for the rollout of other medicines 

into LMICs? 

	 If yes:

•	 Is this for all antimicrobials, or only certain classes/ indications?

	 –	 If only for certain drugs – what is different about these?

•	 What do you think is the cause of the delay?

•	 Do you have any suggestions as to how we might overcome this issue? What policy levers  

could we use to make a more enticing rollout environment?

If no:

•	 What features of the current system prevent there being such an issue?

3.	 Might this ever become an issue as new drugs are rolled out?

4.	 What models might be most effective for ensuring successful rollout in LMICs?

5.	 Anyone else should we speak to? 

6.	 Any other comments?
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