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Abstract
Current treatments for Alzheimer’s disease vary from symptomatic treatments to the

drug known as aducanumab which reduces the β-amyloid plaques that are

considered to be one of the causes of the disease. Since AD a�ects a large number of

people, the question regarding the possibilities of treatments stands as one of the most

crucial questions in modern neuroscience. This essay considers the moral application

of the accelerated approval pathway that allowed aducanumab to access public

markets. Due to the complexity of the issue and the speci�c nature of this

neurodegenerative disorder, this controversial decision separates itself from the

consideration of other cases of accelerated approvals.

The essay concludes that aducanumab maximized the freedom of choice the patients

have, therefore justifying the FDA’s decision from a moral standpoint.

The Look at Alzheimer’s Disease

A progressive neurodegenerative disorder known as Alzheimer’s disease (AD), a�ects 75% of
55 million people living with some form of dementia, a brain disorder that causes intellectual and
cognitive decline [1]. The signs of the disease include forgetting recent events or conversations, to
severe memory impairment [2]. Currently, there are symptomatic treatments that help patients
improve their cognitive capabilities such as temporarily improving or slowing the progression of
symptoms [2].

Clinical studies have shown a moderately bene�cial e�ect of symptomatic drugs on
cognitive activity, with donepezil being the most e�ective [4]. Donepezil is a selective
acetylcholinesterase inhibitor. Clinical studies showed prominent improvement in the subject’s



cognitive capacity. Moreover, memantine, as a low-a�nity open-channel blocker, shows a bene�cial
e�ect on cognitive functions and the prevention of agitation and aggression [4]. Unfortunately,
symptomatic therapies do not a�ect disease modi�cation [5].

Furthermore, clinical trials are usually unsuccessful because scientists still do not fully
understand the complex pathophysiology of AD [6].  Although research aimed at removing one AD
biomarker, β-amyloid plaques, resulted in the discovery of a new drug: aducanumab Aduhelm™) [7].
America's Food and Drugs Administration has approved Aduhelm under the accelerated approval
pathway [7], which provides patients su�ering from the disease with earlier access to treatment but
also requires the company to conduct a new clinical trial to verify the drug’s clinical bene�t. If the
trial fails, the FDA may withdraw approval of the drug [8]. Moreover, aducanumab yearly costs
around $28,200 for US patients. Two parallel groups of clinical trials were conducted and showed
con�icting results, thus raising relevant arguments against FDA’s decision [9].

This essay aims to ethically assess the FDA’s decision of approving aducanumab under its
accelerated approval pathway and its moral implications. This essay doesn’t evaluate the morality of
the accelerated approval pathway generally, but rather looks at this speci�c context of aducanumab.
Irrespective of utilitarian outcomes, this essay will argue that patients’ freedom of choice ought to be
maximized with the consideration of preserving human dignity.

Clinical Trials: Aducanumab’s Story

Alzheimer's disease is a multifactorial neurodegenerative disorder that mostly occurs due to
genetic, epigenetic and environmental factors [10]. There are two key AD biomarkers: β-amyloid
plaques (Aβ), and neuro�brillary tau tangles (NFT) [6]. Hyperphosphorylation of the tau protein and
its intracellular accumulation causes pathological characteristics of AD, while accumulations of
toxic β-amyloid are believed to disrupt neuronal communication [11]. However, it has been proven
that many people have Aβ plaques in the brain but no symptoms of cognitive decline or AD [12].

Aducanumab is a synthetically made monoclonal antibody and has a role of binding on Aβ
molecules. Once bound, aducanumab activates the brain’s immune system [7]. There were two
clinical trials conducted and the scientists are not convinced of the success of aducanumab precisely
because of the con�icting results of the ENGAGE and EMERGE studies: ENGAGE showed a
signi�cant decrease in Aβ accumulation but did not show better cognitive ability in patients [13].
However, some experts argue that these trials couldn’t e�ciently represent the real e�ect of the drug



[14]. Firstly, the trials weren’t long enough with many participants not reaching the endpoint.
Additionally, some patients on
placebo discovered how they weren’t
getting the drug, thus compromising
the results of the control group [15].

The Freedom of Choice Ought to Be
Maximized

Building on stated facts, it is
clear why some patients and experts
support FDA’s decision. They argue
how having access to aducanumab
increases the treatment options.
Additionally, that allows patients to
decide what they and their families
believe is the most suited and
bene�cial for them. Therefore,
aducanumab provides patients with a
choice they haven’t had before: the
possibility to �nally stop the AD’s
progression.

Additionally, some members
of the scienti�c community believe
that to determine the e�ciency of
aducanumab, it has to undergo this
accelerated pathway. Speci�cally,
experts claim that the clinical trials
weren’t conducted e�ciently
regarding placebo groups, and
therefore the drug should be let on the
market to see its e�ciency in the real world. If Biogen shows the bene�t of aducanumab, that
information could save lives in the future. Hence, accelerated approval is justi�ed due to the
possibility of maximizing the autonomy of future and current patients. Dr Patrizia Cavazzoni,



director of the FDA’s Center for Drug Evaluation and Research stated that  “... we have learned from
the �ght against cancer, the accelerated approval pathway can bring therapies to patients faster while
spurring more research and innovation [8].”

Disadvantages of Aducanumab

On the other hand, it could be argued that it is morally culpable to utilise individuals as a
means to an end. Crucially, giving patients a glimmer of hope, while aducanumab hasn’t yet been
ascertained as e�cient, could be devastating for them. For example, patients’ families could
encourage them to undergo aducanumab treatment as opposed to undergoing symptomatic
therapies only to, later on, �nd out that aducanumab hasn’t cured their AD.

Importantly, patients who undergo symptomatic therapies understand that their condition
cannot be improved, but their cognitive abilities won’t drastically decline while the e�ect of the
drugs works. So one very important question arises. Is it ethical to provide patients with a drug
option that isn’t yet proven to be e�ective and safe, knowing that this opportunity sounds very
alluring and thus gives hope to the sick? Some people believe that exploiting people who paid for
their treatment a lot, hoping to see promised results, harms their dignity.

Conclusion

All things considered, I would still argue that irrespective of possible risk, the FDA’s
decision was justi�ed. Future generations can only bene�t from extensive research which has to be
done in the real world if the results are to represent real consequences. Patients su�ering from AD
aren’t provided with su�cient options in the status quo. In conclusion, it’s important to note that to
protect the human dignity of a patient, they �rstly need an option that could potentially preserve it.
Thus, having more options is a prerequisite for future autonomy.
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