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International Society of Nephrology - Advancing Clinical Trials
(ISN-ACT) Statement on Trials and COVID-19

Clinical trials are essential in advancing treatment and care, but often exclude people with kidney diseases.! This
means that a significant proportion of the global population is rarely represented in the kind of research that ensures
evidence-informed clinical practice. The current COVID-19 crisis highlights the challenges that result from such
exclusion.

Preliminary studies indicate that people with kidney diseases demonstrate a two- to sixteen-fold increased risk for
developing severe COVID-19 symptoms2 or dying from COVID-19.5 Thus, the inclusion of people with kidney
diseases is critical to understanding the full impact of the COVID-19 pandemic.

COVID-19 results in serious illness in approximately 5% of those affected. These patients require intensive care
and organ support, including renal replacement therapy (RRT). 20% to 40% of patients hospitalized with COVID-
19 in Europe and the United States require RRT, 367 and this risk is greater for those with pre-existing kidney
disease. Some data suggests that up to 65% of patients have proteinuria and 42% have hematuria during the acute
phase of the COVID-19 iliness.>” The longer-term implications of these findings are unknown.

Given that access to healthcare and, in particular, to intensive care and organ support is severely limited in many
parts of the world, it is imperative that effective therapies are developed to prevent and treat COVID-19 in all
patients, including those with kidney disease. Effective therapies for COVID-19 patients who have underlying kidney
diseases may also reduce the burden on healthcare systems by preventing and reducing the need for
hospitalizations and mechanical ventilator support in this high-risk population in the acute phase, and reducing
accelerated progression in the longer term.

Contemporary trial design methodologies permit populations included in trials to better represent those most likely
to benefit from the treatment being tested, thus improving the validity of the results. This may be achieved through
broadening eligibility criteria or enriching trial populations with individuals with pre-existing kidney disease. These
types of approaches are encouraged by regulatory agencies, including the US Food and Drug Administration
(EDA).

The Kidney Health Initiative, a public-private partnership between the FDA and the American Society of Nephrology
catalyzing innovation and the development of safe and effective patient-centered therapies for people living with
kidney diseases, issued a similar statement calling for the inclusion of people with kidney disease in COVID-19-
related trials.

The International Society of Nephrology urges all investigators and our Industry partners to include people with
kidney diseases in research activities related to COVID-19. These activities include the development of vaccines,
preventative therapies, or treatments for the infection or its sequelae. The inclusion of people with kidney diseases
in clinical research will not only benefit these individuals but will have broader implications for health care systems.
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