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Amidst spreading infectious diseases and

climate change, US FDA should renew its

focus on neglected tropical diseases

Mitchell BergerID*

US Federal Government, Rockville, Maryland, United States of America

* mazruia@hotmail.com

In 2015, the United States Food and Drug Administration (US FDA) and other Department of

Health and Human Services agencies helped respond to a public health emergency concerning

Zika Virus during which 5,600 cases of the virus were reported in the United States mainland

and 37,000 cases in Puerto Rico and other US Territories [1]. In June 2023, the US Centers for

Disease Control and Prevention alerted health providers to locally acquired malaria infections

in Florida and Texas [2]. In October 2023, California (Pasadena) reported a case of dengue

infection in a resident who apparently did not travel outside the United States [3]. In Novem-

ber 2023, an additional case report of cutaneous leishmaniasis in Texas seemed to confirm ear-

lier suggestions that this disease had become endemic to the US [4]. These recent cases

highlight one reason for US FDA to renew its past focus on developing policies and encourag-

ing new diagnostics and treatments for neglected tropical diseases (NTDs).

Though primarily focused on the United States, US FDA considers itself to have an important

global role. The agency, for example, supports a global program and international offices (see e.g.,

https://www.fda.gov/international-programs). Yet, even though, according to the World Health

Organization’s 2023 Global Report on Neglected Tropical Diseases, nearly 1.65 billion people

worldwide needed treatment for NTDs, and even amid such case reports as above, US FDA’s

response to NTDs has for many years been fairly limited in scope and prominence [5].

In a well-written recent review in this journal, Mukherjee discusses US FDA programs rele-

vant to NTDs and discusses existing or potential efforts such as additional incentive programs,

enhancing the tropical disease Priority Review Voucher program, and use of authorities such

as those covering orphan products that could spur additional NTD product development [6].

Yet, thus far as Mukherjee points out, most attention has focused on tuberculosis and malaria

that are considered NTDs under US FDA’s definition but not those of the World Health Orga-

nization [5,6]. As explained by Mukherjee and other sources, Section 524 of the US Federal

Food, Drug and Cosmetic Act and current US FDA guidance documents define neglected

tropical diseases. The US FDA’s definition of NTDs includes malaria, tuberculosis, dengue/

dengue haemorrhagic fever, leishmaniasis, and soil-transmitted helminthiasis (e.g., hook-

worm) as well as “[a]ny other infectious disease for which there is no significant market in

developed nations and that disproportionately affects poor and marginalized populations” as

designated by the Secretary of the US Department of Health and Human Services [6,7]. Thus,

while Zika virus, tuberculosis, and malaria are considered NTDs by US FDA, they are not

included on WHO’s list. Conversely, snakebite envenoming is considered an NTD by WHO

but not US FDA.

Mukherjee points to several barriers to NTD product such as limited incentives and a diffi-

cult and lengthy process for bringing products to market [6]. However, another possible
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reason why NTD product development within the US has for been limited is lack of significant

attention to NTDs by Congress and US FDA senior leadership. US FDA’s last major Report to

Congress on NTDs, for example, dates to 2011 [8]. Its most pertinent guidance on the topic

has not been updated since 2014 [9]. The last major US FDA hearing or workshop on NTDs

was in 2010 [10]. While it is true that other US FDA programs may have overlap with and

implications for NTD efforts, lacking in US FDA’s current or recent programs and policy

development is an express focus on NTDs as has been the case in the past.

There are several reasons why US FDA’s taking a strong interest in NTDs or, seen from

another perspective, resuming and updating its past activities would have benefits globally, for

the American people, for drug, vaccine, medical device, and other manufacturers and even for

US FDA and US FDA staff.

For one thing, climate change, development, and globalization are increasing the potential

range of infectious diseases [11]. One recent review, for example, concluded that nearly 60% of

375 pathogens infecting humans may be exacerbated by climate change [11]. Focus on NTDs

also would be consistent with US FDA’s efforts to enhance public health preparedness and

response, including development of medical countermeasures [12].

US FDA could take several steps to bolster NTD research and product development. For

example, US FDA could hold a new hearing or workshop on NTDs, updating its 2010 efforts.

US FDA could update its guidances related to NTDs, including especially its 2014 Neglected

Tropical Diseases of the Developing World: Developing Drugs for Treatment or Prevention.

US FDA also could hold a new workshop or public hearing on this topic or issue a request for

information to seek public input about ways it could enhance its NTD-related policies and

programs.

US FDA also could form a working group comprised of US federal agencies that includes

not only the National Institutes of Health but also, among others, representatives from the US

Departments of Agriculture (animal health), Defense (research and efforts to protect military

and dependents) and State (global diplomacy and health), US Patent and Trademark Office,

US President’s Malaria Initiative, the Advanced Research Projects Agency for Health

(ARPA-H) (Innovation), the US Agency for International Development (global programs), the

Federal Emergency Management Agency (disaster response and planning), the US State

Department’s US President’s Emergency Plan for AIDS Relief (PEPFAR) program, the Depart-

ment of Health and Human Services’ Administration for Strategic Preparedness and Response

and its Biomedical Advanced Research and Development Authority (emergency response and

new product development), and the Centers for Disease Control and Prevention that includes

its One Health program.

Ideally, a workgroup or collaborative, perhaps under the auspices of the Reagan-Udall

Foundation for the [US] FDA (https://reaganudall.org/) or National Academies of Sciences,

Engineering, and Medicine (https://www.nationalacademies.org/about) also could include

representatives from the philanthropic and private sectors as well as medical and public health

associations and state, local, tribal, and territorial public health agencies.

Even within US FDA, cross-agency partnerships and collaboration as NTDs span at least 4

US FDA Centers including those for Biologics Evaluation and Research, Devices and Radio-

logical Health, Veterinary Medicine (i.e., Zoonoses), and Drug Evaluation and Research.

CDER’s Medical Product Council could be one venue for holding such discussions as work-

groups can include representatives from other Centers and Offices [13]. US FDA also can har-

monize its NTD efforts with those of other national and international authorities such as the

European Medicines Agency (EMA) and World Health Organization.

Recognizing that many existing drug, device, and biologic products could potentially be

repurposed or repositioned for neglected tropical disease treatment, US FDA could build on
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and enhance its focus on drug, biologic, and medical device repurposing such as its December

2019 workshop with the National Institutes of Health and Reagan-Udall Foundation on repur-

posing off-patent drugs [14]. As some NTD treatments have developed over time without an

ideal evidence base, US FDA, WHO, and others, including philanthropic and private sector

partners, could review, where warranted, the evidence base for these treatments [15]. Through

these and other steps, US FDA could significantly enhance its work on NTDs, providing criti-

cal leadership, coordination, and expertise at a time when such efforts are increasingly and

greatly needed.

Disclaimer

The author is a former consumer safety officer/senior policy analyst at U.S. FDA (CBER) and

now works for another U.S. federal agency. The opinions expressed above are solely those of

the author in his private capacity and should not be imputed to any public or private entity.
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