
It can take 13 years after clinical trial results to show 
that a therapy is safe and effective in adults before the 
drugs are tested and approved for pediatric use (1).

“It can feel really unfair if there are good treatments 
available for adults that are going to take 13 years before 
they reach the patients in front of you,” explained Louise 
Oni, MBChB, MRCPCH, MA, PhD, professor of pediat-
ric nephrology at the University College London Centre for 
Kidney and Bladder Health, UK.

That long gap puts pediatric patients, their parents or 
caregivers, and their pediatric nephrologists in a bind as they 
determine whether to consider off-label use of medications. 
Oni said that it can be challenging to explain the limited 
data on safety and efficacy for pediatric patients to family 
members, and physicians often must extrapolate dosing 
from adult data. “Sometimes there’s shock, and sometimes 
they’re so desperate for treatment that they would accept 
anything, but it puts a lot of pressure [on the clinician],” she 
said. “Off-label use is dependent on which clinicians would 
be willing to take that responsibility and allow that treat-
ment to be used.”

Rona Smith, MA, MB BChir, MD, associate professor 
of nephrology at the University of Cambridge and an adult 
nephrologist consultant at Cambridge University Hospitals, 
UK, noted that such off-label use may not be covered by 
insurance or included as an approved medication in some 
insurance plans, making access uneven and often inequita-
ble. If off-label use becomes more widespread, it can also 
make conducting a trial more difficult, Smith noted.

With a growing number of new medications on the 
horizon for kidney diseases, there is an urgent need to over-
come these challenges, close the gap between adult and 
pediatric research, and ensure that pediatric patients can 
benefit from new therapies sooner. Organized efforts are 
underway around the world to close the gap by leveraging 
data from adult trials, building research infrastructure to 
study often rare pediatric kidney diseases, using novel data 
analysis methods, and including pediatric patients earlier in 
the testing of new medications.

“There’s a need to really unite the kidney community, 
make the pediatric trial infrastructure more efficient,” Oni 
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As a three-time kidney transplant recipient and 
one-time pancreas transplant recipient, Precious 
McCowan, PhD, MS, is well familiar with the 
ups and downs of immunosuppression medica-

tions and their side effects: brain fog and memory issues that 
slow down her ability to work, diabetic gastroparesis, nausea 
and vomiting, and swelling and weight gain.

With only a handful of drugs from which to select—
most with side effects—McCowan and others who have 
received kidney transplants frequently find themselves in a 
tough place, wanting to preserve their graft while fighting to 
maintain their activities of daily living. “Most of us deal with 

them because we are happy that we have a kidney trans-
plant,” she said. “However, the side effects to these medica-
tions interfere with our quality of life.”

At a workshop in May during the Kidney Health 
Initiative’s (KHI’s) Kidney Innovation Conference in 
Washington, DC, McCowan and other transplant recipi-
ents and care partners shared their struggles with about 50 
to 60 audience members including nephrologists, members 
of industry, representatives from other kidney organizations, 
and the US Food and Drug Administration (FDA). First, 
they played a game with audience members, describing two 
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said. “It needs to have everybody’s involvement—that 
includes academics, patients, parents, industry partners, 
anybody in the pipeline to advocate for children—and 
hopefully then we’ll start to see the gap closed.”

Closing the gap
Results on the benefits of renin-angiotensin-aldosterone 
system inhibition in adult patients with immunoglobulin A 
(IgA) nephropathy were published in the mid-1990s, but 
the drugs did not become widely used in pediatric patients 
until a small trial of 100 pediatric patients was published in 
2007 (1). Significant delays in testing newer therapies in 
pediatric patients persist, with no data yet on sodium-
glucose cotransporter-2 (SGLT2) inhibitors—again, a 13-
year gap—despite their wide use in adult patients with 
kidney diseases. Pediatric trials on SGLT2 inhibitors have 
just begun and will likely take a few more years to produce 
data, Smith noted.

Oni said that the 13-year gap represents some progress, 
but there is a need to better track the delay and overcome 
hesitance to launch pediatric trials earlier. She said that 
although some may worry that therapies in clinical trials are 
risky or experimental, in the currently heavily regulated 
clinical trial environment, often the drugs being tested may 
be the best option for patients, especially those with rare 
diseases.

Smith explained that structural factors also contribute to 
this gap. She noted that the number of pediatric patients is 
small, creating a smaller potential market for drugmakers. 
Cal Robinson, MBChB, PhD, FRCPC, FASN, a clinician-
scientist and pediatric nephrologist at The Hospital for Sick 
Children in Toronto, Ontario, Canada, said that many 
pediatric patients have rare or congenital forms of kidney 
diseases, with only a few patients at each center. This 
requires coordination among many centers to amass enough 
patients to launch a trial. Smith noted that there may also be 
distinct disease processes occurring in pediatric patients, and 
not all endpoints in adult trials are relevant in pediatric 
patients. There are also stricter regulations on pediatric trials, 
which typically do not begin until after a drug has been 
proven safe and effective in adults, Smith said.

“All of those steps take a really long time,” Smith said. 
“Children ultimately miss out on drugs that potentially will 
benefit them. Often, they have the most to gain—they are 
young, they have many years of life ahead, and if we can 
slow the decline in kidney function, that is very 
important.”

There also has not been the same level of investment 
from funders in pediatric trials as there is in adult trials, 
Robinson noted. Researchers seeking grants for pediatric 
trials often compete with those studying adult kidney dis-
eases that affect larger populations. Pediatric trials also often 
rely on surrogate outcomes because outcomes such as pro-
gression to kidney failure may not occur for many years, yet 
many alternative outcomes for pediatric patients have not 
yet been validated and adopted by regulatory agencies such 
as the US Food and Drug Administration (FDA) or the 
European Medicines Agency. But Oni said that regulators, 
including in the United States, are recognizing the need for 
and the complexity of pediatric nephrology and are leverag-
ing their expertise to work with investigators. “There is a 
need for a whole library of endpoints suitable for rare kidney 
disease that particularly favor the pediatric population and 
earlier endpoints,” Oni explained.

Moving the needle
Robinson noted that there are many reasons for optimism. 
“There are a lot of new therapies that have been approved 
for adult glomerular diseases and chronic kidney diseases 
that probably are relevant for pediatric kidney diseases as 
well,” he explained. “There is growing recognition amongst 
regulators of the need to study these treatments in 
children.”

New surrogate endpoints have been approved by regula-
tors for glomerular diseases and chronic kidney diseases 
(CKDs) that may be useful in pediatric trials. In April, FDA 
approved sparsentan for children aged 8 years and older with 
focal segmental glomerulosclerosis (FSGS) based on the 
inclusion of 35 patients younger than 18 years in the phase 
3 DUPLEX trial (NCT03493685), which used proteinuria 
as a surrogate biomarker (2). There are also a host of new 
therapies for IgA nephropathy that may be useful in children 
as well as adults. Smith noted that the gap appears to be nar-
rowing somewhat for newer IgA nephropathy therapies, 
which are now approved for adults, with about 15% of the 
trials listed in ClinicalTrials.gov including pediatric patients.

Howard Trachtman, MD, FASN, an adjunct clinical 
professor of pediatrics in the Division of Pediatric Nephrology 
at the University of Michigan, noted that the case for includ-
ing pediatric patients with FSGS and IgA nephropathy is 
clear, given the similarities between pediatric and adult glo-
merular disease and the severity of these conditions. Progress 
is also being made in studies for the 40% to 50% of pediat-
ric patients with kidney diseases who have congenital kidney 
anomalies, Trachtman said. He noted that congenital disease 
often progresses more slowly in this cohort, which may 
reduce the sense of urgency to include them in trials of new 
medications. Oni and Trachtman are currently coinvestiga-
tors in the EMPA-KIDNEY Kids randomized controlled 
trial (NCT07107945), which also uses proteinuria and 
glucosuria as a combined surrogate endpoint and is cur-
rently underway to test the effects of the SGLT2 inhibitor 
empagliflozin in pediatric patients with CKD of any etiol-
ogy (3). “The endpoints that are being evaluated in these 
trials are accessible and may not be perfect, but they clearly 
point in the direction of efficacy,” Trachtman said. “It is an 
important thing that’s making clinical trials more feasible in 
pediatric chronic kidney disease.”

Innovative approaches
Pediatric trial networks around the world are also creating 
the infrastructure to conduct high-quality pediatric trials, 
Trachtman relayed. Investigators are also leveraging extrapo-
lation and other methods to derive information from adult 
trials or observational studies to aid pediatric patients and 
accelerate pediatric trials, he noted.

Oni leads The LifeArc-Kidney Research UK Centre for 
Rare Kidney Diseases, which is conducting age-inclusive 
research on rare kidney diseases (4). The project received 
$10 million from the nonprofit company LifeArc and is 
working with 13 pediatric nephrology clinics across the UK. 
Oni and her team are leveraging the National Health 
Service’s data infrastructure to follow patients from child-
hood through adulthood and are building a national bio-
bank of adult and pediatric samples. “We have incredible 
infrastructure that follows patients across their life course,” 
she said. “That ability is strengthened by our universal 
health system. We do not lose patients, and we can track 
their kidney outcomes and other hard outcomes to deter-
mine if treatments have a significant impact on the natural 
history of disease,” Oni explained.

The project has developed master protocols for collecting 
samples from pediatric and adult patients, including patients 
with specific disease subgroups, to equitably facilitate 
research on all rare kidney diseases. It is also working to 
harmonize care across the 13 participating pediatric centers. 
Oni said she believes the model could be adapted for use in 
other countries and other health systems.

Robinson, who coleads the Canadian Childhood Kidney 
Disease and Blood Pressure Trials Network (KIDBP-Trials), 
is similarly leveraging Canada’s national health system infra-
structure and collaborations with other trial networks across 

Canada and around the world to facilitate pediatric trials. 
He is also leveraging existing observational data to emulate 
clinical trials comparing existing therapies for pediatric kid-
ney diseases (5). He noted that the variability in current 
practice is facilitating this and that he and his colleagues 
adjust for potential biases and confounders. He said that 
emulated trials can provide valuable information on the 
comparative efficacy of currently used therapies, helping 
facilitate shared decision-making with parents or caregivers. 
“It’s much more efficient and feasible to do,” Robinson 
explained. “In pediatrics, we do have a lot of observational 
data and long-term outcome data available, and [the data] 
can overcome some of the limitations of traditional observa-
tional analyses.”

Last year, the Kidney Health Initiative hosted a work-
shop on extrapolating data from adult clinical trials to pedi-
atric populations (6). Trachtman noted that FDA is 
encouraging this approach. “If you can show that the natural 
history of a disease and the general response to therapy [are] 
similar, it has significant implications for the ability to limit 
the amount of research that needs to be done to prove the 
efficacy of novel therapies in pediatric kidney disease com-
pared to adults,” he explained.

Robinson noted that it is no longer ethically defensible to 
exclude pediatric patients from clinical trials. Smith and Oni 
urged adult nephrologists to advocate for the inclusion of 
pediatric patients in clinical trials to sustain ongoing 
progress.

Trachtman said he is also optimistic because, despite 
some distinct challenges in conducting clinical trials in this 
population, there is growing recognition of the need, col-
laboration in the field, and the use of innovative approaches 
to maximize the use of existing data to facilitate trials.

“People are recognizing that the cost of kidney failure in 
pediatrics is profoundly underestimated and that there’s a 
real urgency to address the topic so that thoughtful policies 
can be developed that will facilitate the conduct of clinical 
trials,” Trachtman explained. “These are all favorable steps to 
make the performance of clinical trials in pediatric nephrol-
ogy part of the landscape.”  
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fictitious immunosuppressant medications with side effects 
and letting the audience members vote on the best one for 
each patient’s situation.

Some audience members expressed frustration that they 
only had two drugs from which to choose, each with unpleas-
ant side effects, and neither would be right, said McCowan, 
a national kidney disease patient advocate and member of 
KHI’s Patient and Family Partnership Council (PFPC). 
“That’s the point,” she said. “We don’t have many drugs to 
select from, so that’s why we need more therapies” for better 
patient choice.

Panelists also shared results of a recent survey by the 
American Society of Transplantation that assessed transplant 
recipients’ perceptions of unmet immunosuppressant needs 
(1). Among 10,091 adult and pediatric respondents, nearly 
all (92%) reported at least one side effect, with the majority 
(54%) of side effects rated as having a “moderate” or “great 
deal” of impact on daily life. As KHI is a partnership between 
ASN and FDA, “We’re hoping that in the near future [the 
FDA considers] this information we shared about symptoms 
and side effects as [it is] making new developments,” 
McCowan said, such as potentially altering ingredients of 
drugs to target patient concerns.

KHI’s goal in this focus is to help create a pathway for 
developing better immunosuppressive therapies that 
reduce the long-term burdens that patients face, includ-
ing cardiovascular complications, malignancies, and other 

treatment-related side effects, said Sejal Patel, MD, 
FASN, CCRP, a pancreas and two-time kidney transplant 
recipient and member of KHI’s PFPC.

“Studying immunosuppression in transplantation is chal-
lenging because there is always concern about exposing a 
patient to risk,” noted Patel, a medical science liaison at the 
Mayo Clinic in Arizona. “Even though we have become 
much better at managing rejection, the possibility of a patient 
losing a transplanted organ is something no one takes lightly. 
At the same time, many patients are willing to accept some 
degree of risk if it means the opportunity for better long-term 
outcomes and fewer treatment-related side effects.”

The group hopes to identify meaningful patient-reported 
outcomes and other patient-centered endpoints that can be 
used in future research, Patel said. “By generating stronger 
data around what matters most to patients, we hope to 
encourage industry, researchers, and regulators to support 
clinical trials focused on improving immunosuppression 
while reducing treatment burden by putting patients’ voices 
first in this process.”

It has been well over a decade since the last approval of an 
immunosuppressant for kidney transplant recipients (belata-
cept in 2011), said Ogo Egbuna, MD, MS, MSc, FASN, a 
member of KHI’s board of directors and vice president of 
clinical development for genetic and autoimmune kidney 
disease at Vertex Pharmaceuticals in Boston, MA. Ninety-
plus percent of patients are being treated with just three 
drugs—tacrolimus, mycophenolic acid, and steroids—and 
“the pipeline is very, very meager,” he said. However, there 
have been some efforts in delayed graft function and in 
antibody-mediated rejection.

“There is a renaissance in nephrology, where we under-
stand the immune system a whole lot better,” Egbuna shared. 
“Lots of other drugs that work on the immune system are 
being designed and developed for other kidney diseases, but 
not for kidney transplantation, primarily because it’s hard in 
the current regulatory framework to design a trial that’s not 
too big and too long for sponsors.”

The primary endpoints for immunosuppressant trials 
have shifted over time, from patient survival, to graft survival, 

to a composite of patient and graft survival, he explained. As 
graft survival improved, investigators looked at rejection rates 
and loss to follow-up. However, Egbuna said, “There are lots 
of other things that matter beyond whether you’re alive or 
dead, you’ve lost your graft or not…. We need to broaden the 
framework for what is used to assess the benefit and risk of a 
drug in kidney transplantation, and it just hasn’t happened.”

In the cancer field, there is a well-established effort to use 
a framework to measure tolerability of oncology drugs, 
Egbuna noted. He and others at KHI aim to create some-
thing similar to assess safety and tolerability of immunosup-
pressant drugs. “We’re working with some really good people 
[who] have worked in the oncology space and think that 
there’s a good way to translate that learning in the kidney 
space as well,” he said.

Meanwhile, Patel, McCowan, and others with KHI are 
bringing the message to a larger audience. In June, they mod-
erated a panel discussion on the need for immunosuppression 
development through the patient lens at the American 
Transplant Congress’s annual meeting in Boston. Additionally, 
Patel presented an abstract summarizing 10 areas of 
immunosuppression-related side effects that are concerning 
to patients: gastrointestinal issues, sexual and fertility con-
cerns, bone weakness, swelling and weight change, neuro-
logic and psychological problems, hematologic abnormalities, 
nephrotoxicity, infection susceptibility, malignancy risk, and 
cardiovascular complications.

Even as a nephrologist who has worked with patients, 
Egbuna said he learned so much from the workshop. “There 
are signs and symptoms that even physicians or health care 
[practitioners] in general take for granted” or feel like patients 
should just deal with, he said. “I think they helped highlight ​
that...​we should try for better.” 
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ASN President’s Update

In DC, They Know ASN
By Samir M. Parikh		  https://doi.org/10.62716/kn.003982026

Since the 1980s, ASN headquarters has been in 
Washington, DC. ASN’s staff and leadership 
largely hail from the “DMV”—which for me 
had meant the Department of Motor Vehicles, 

where I waited hours for my first driver’s license 
photo, but now understand it refers to the DC-
Maryland-Virgina metro area. Every year, ASN hosts 
numerous events, meetings, and conferences in the 
District of Columbia.

Our nation’s capital may seem like an obvious 
choice for a professional organization’s headquarters, 
but that is not a given. For example, the American 
Medical Association (AMA) is based in Chicago, IL. 
The American Academy of Family Physicians is based 

in Leawood, KS, otherwise famous for being the purported location of Travis Kelce’s marriage 
proposal to Taylor Swift.

Your ASN does not go to DC. Your ASN is DC.
During my first 6 months as ASN president, I visited DC often. ASN Council convenes in 
person for one weekend every winter and every spring at ASN headquarters to supplement 
our regular videoconferences. In April, I undertook my first set of visits to “the Hill.” When 
you are “inside the Beltway,” the Hill is Capitol Hill, the halls of the US Congress. As an 
aspiring physician–scientist for nearly 2 decades, my closest brush with federal influence had 
been the bucolic campus of the National Institutes of Health (NIH)—hilly for sure, but also 
not the Hill.

ASN logs time on the actual Hill for much of the year. When ASN is not on the Hill, it 
is communicating with congressional staffers; replying to requests for comments emanating 
from agencies within the Department of Health and Human Services (HHS), including the 
Centers for Medicare & Medicaid Services (CMS); interacting with other important agen-
cies like the Department of Veterans Affairs; and coordinating policy and legislative priorities 
among ASN Council, committees, and staff and with sister organizations concerned with 
kidney health. There are more than 30 such groups, and some, such as ASN and the National 
Kidney Foundation (NKF), now have impactful advocacy teams.

Events like “Hill Day” bring ASN members, who serve on the society’s policy-related com-
mittees, to the Hill every March during peak appropriations season (and sometimes in the fall 
as well). But the work of cultivating trust-based relationships among ASN’s professional staff 
and legislators, congressional and agency staff, and policymakers unfolds every day.

ASN was not always going to DC despite always being in the DMV. In the 1970s, ASN 
deferred to the Physicians for Renal Replacement Therapy, which later became the Renal 

Physicians Association (RPA), around the new Medicare End-Stage Renal Disease (ESRD) 
Program (1). In the 1980s and 1990s, ASN focused its advocacy efforts on funding for kid-
ney research by NIH. By the early 2000s, ASN was ready to engage in policies to advance 
kidney care, research, and education.

After establishing a public policy board—chaired by then-future ASN President Jonathan 
Himmelfarb, MD, FASN—to lead these efforts in 2006, the ASN Council hired Tod Ibra-
him as executive director in 2008. Having started his career as a congressional staffer, Tod 
worked as a lobbyist (first on behalf of hospitals and hospital associations and then on behalf 
of academic internal medicine) before becoming the founding executive vice president of the 
Alliance for Academic Internal Medicine.

ASN’s concerted investment in advocacy has yielded rapidly expanding dividends for our 
entire community, and ASN has partnered meaningfully with other members of the kidney 
health community every time it pursues one of the industry’s important policies.

Highlighting each annual policy win is instructive because earning trust takes time, and 
trust can have a compounding effect. One of the “wonkier” indicators of trust for me has 
been the frequency with which ASN’s proposed language on a new policy idea shows up in 
the final official policy.

The first 6 months of this year may have represented a new highwater mark for ASN’s 
effectiveness on the Hill (Table). ASN championed advocacy to pass the Honor Our Liv-
ing Donors Act into law, ASN supported the Expanding Support for Living Donors Act, 
and ASN convinced CMS to “indefinitely delay” the transition of research studies into the 
Chronic Conditions Warehouse Virtual Research Data Center (CCW VRDC). The Table 
lists other ASN policy accomplishments during the first 6 months of 2026.

During the second half of the year, I expect that ASN and the rest of the kidney commu-
nity will continue to work together to advance policies that will improve the lives of millions 
of people living with kidney diseases. ASN Kidney Week 2026—taking place October 21st 
to 25th in Denver, CO—will feature a session on “Transformation Underway: Taking Stock 
of Transplant System Changes.” Comoderated by ASN Transplant Policy Committee Chair 
Roslyn B. Mannon, MD, FASN, and RPA President Gary G. Singer, MD, FASN, this ses-
sion will include the Christopher R. Blagg, MD, Endowed Lectureship in Kidney Diseases 
and Public Policy, and Priti Patel, MD, MPH, will present on “Transplant System Reform: 
A Congressional Perspective.”

Despite this remarkable progress by ASN since the fledgling public policy board of 2006, 
some have mischaracterized the society as the “gown to the rest of nephrology’s town.” And 
yes, of course, ASN cares deeply about research and education. How else would innovation 
change the lives of millions of people living with kidney diseases, and where else would the 
workforce be trained? At the same time, ASN’s mission centers on the care of the patient, the 
predominant share of which unfolds in the community. And the ASN Strategic Plan force-
fully addresses the urgent need to assert the value of the clinical care we deliver (2).

On the Hill for 2 days, I observed the level of trust that members of Congress and their 
staff have in ASN. I was also impressed by how passionate members of Congress and their 
staff are about improving the nation’s kidney health. As a result of many years of bipartisan 
engagement by ASN and others in the kidney community, kidney health issues are widely 
perceived as important and common sense areas for fruitful legislative collaboration across 
the aisle. I left the Hill assured that these observations and lessons reflect ASN’s many years of 
hard work, intense focus, and compounding trust earned inch by inch. Together, ASN and 
the entire kidney advocacy community are making real progress.

In communications to its members, AMA refers to itself as “Your AMA.” I doubt 
ASN will adopt the same possessive adjective, but I see the appeal. This year, Your ASN 
has gone everywhere: major media markets (3), major press outlets (4), and yes, even to 
Washington, DC. 

Samir M. Parikh, MD, FASN, is a professor of internal medicine and pharmacology and the 
Chair of the Department of Internal Medicine at The University of Texas Southwestern Medical 
School, Dallas, and ASN president.
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Building the foundation: A decade of ASN policy “wins”
1   2016 – Participate in the White House Organ Summit
2   2017 – Secure a congressional request for the Government Accountability 

Office report on “Kidney Disease Research Funding and Priority Setting”
3   2018 – Partner with HHS to launch KidneyX: The Kidney Innovation Accelerator
4   2019 – Influence the Executive Order on Advancing American Kidney Health, 

particularly the Comprehensive Kidney Care Contracting and ESRD Treatment 
Choices care models

5   2020 – Secure the passage of the “Comprehensive Drug Coverage for Kidney 
Transplant Patients Act”

6   2021 – Work with the dialysis organizations to ensure COVID-19 vaccine 
distribution in dialysis centers

7   2022 – Advocate for CMS to re-evaluate the Medicare ESRD program’s 
monthly capitation codes and to elevate relative value units for certain 
outpatient dialysis management services

8   2023 – Work with Congress to enact the Securing the US Organ Procurement 
and Transplantation Network (OPTN) Act and the administration to launch the 
OPTN Modernization Initiative

9   2024 – Collaborate with the CMS Innovation Center (or the Center for 
Medicare and Medicaid Innovation) to influence the design of the Increasing 
Organ Transplant Access Model and to secure universal dental coverage for 
Medicare ESRD beneficiaries

10  2025 – Preserve baseline funding for the National Institute of Diabetes and 
Digestive and Kidney Diseases and protect continued investments in KidneyX
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Table. Selected ASN policy achievements, January to June 2026

Month Achievements

January      Comments on 2025 Measures Under Consideration
    Urges congressional leaders to support NIH and pass appropriations bill
    Comments on CY2027 Medicare Advantage Proposed Rule
    Responds to PTAC “Improving Multi-Payer Alignment in Value-Based Care” RFI

February     Opposes Battelle’s PQM “New Status for Measure Deferrals Beyond 6 Years” proposal
    Commends CMS’s decision to indefinitely delay research studies using RIFs to CCW VRDC
    Commends enactment of the Honor Our Living Donors Act
    Submits comments on alternative payment model updates and the Increasing Organ Transplant Access Model
    Is featured in The New York Times on transplant issues
    Comments on CY2027 Medicare Advantage Advance Notice
    Commends congressional action on legislation to protect living donors

March     Urges Congress to fully fund the Agency for Healthcare Research and Quality
    Urges Congress to provide $51.3 billion to NIH in FY2027
    Supports the “Chronic Kidney Disease Management Act” of the Republic of Korea
    Urges Congress to support kidney community funding priorities in FY2027
    Requests robust funding for NIAID and NIH
    Advocates for kidney health on Capitol Hill
    Releases new resources to protect people living with kidney failure
    Urges Congress to fund the Department of Veterans Affairs
    Testifies before House Ways & Means Subcommittee
    Applauds Representatives Marilyn Strickland (D-WA) and Joe Wilson (R-SC) for leading bipartisan push for $1 billion in kidney  
   research funding
    Encourages congressional leaders’ call for increased FY2027 funding for KidneyX
    Encourages congressional leaders’ call for increased FY2027 funding for Living Organ Donation Reimbursement Program
    Comments on CMS’s Strengthening Domestic Supply Chain for PPE, Essential Medicines ANPRM
    Comments on proposed revisions to the Organ Procurement Organization Conditions for Coverage

April     Encourages lawmakers to urge HHS to establish Officer of Kidney Health and Transplantation
    Opposes proposed NIH funding cuts for FY2027
    Works with HHS to announce $4 million KidneyX EMPOWER Prize Challenge and Health Technology Project to Advance Living Kidney  
   Donation
    Secures commitment from HHS to work on nephrology data standards and interoperability with ASN and the kidney community
    Makes recommendations to CMMI on Kidney Care Choices Model
    Produces NephroEconomics webinar
    Partners with community for congressional briefing on kidney health
    Urges administration to enforce the No Surprises Act

May     Asserts nephrology’s value to US News & World Report’s “Best Hospitals Rankings and Ratings”
    Urges Congress to enforce the No Surprises Act
    Urges NIH to elevate kidney research in the FY2027 to FY2031 strategic plan
    Engages with the National Institute on Minority Health and Health Disparities
    Applauds House introduction of bipartisan home dialysis legislation
    Urges Congress to increase investment in kidney health in FY2027
    Nominates Deidra Crews, MD, FASN, for USPSTF
    Hosts National Coordinator for Health Information Technology at the Kidney Innovation Conference
    Meets with CMMI to discuss the potential for an updated Kidney Value-Based Care Model
    Hosts (with NKF) meeting with industry leaders focused on xenotransplantation innovation and possible future payment pathways

June     Requests meeting with NIH director to discuss “Transforming Kidney Health Research” report
    Produces Quality Committee’s Exploring the Quality and Regulatory Landscape in Nephrology webinar
    Participates in the AMA Annual Meeting
    Secures historic focus on kidney research at NIDDK in funding bill from the US House of Representatives Labor, Health and  
    Human Services Appropriations Committee, reflecting “Transforming Kidney Health Research” report
    Responds to Battelle’s PQM Spring 2026 Endorsement and Maintenance comment period
    Unveils “ASN eGFR Toolkit 2.0” at Council of Medical Specialty Societies Encoding Health Equity Summit 2026

ANPRM, Advance Notice of Proposed Rulemaking; CMMI, Center for Medicare and Medicaid Innovation; CY, calendar year; eGFR, estimated glomerular 
filtration rate; FY, fiscal year; NIAID, National Institute of Allergy and Infectious Diseases; NIDDK, National Institute of Diabetes and Digestive and Kidney 
Diseases; PPE, personal protective equipment; PQM, Partnership for Quality Measurement; PTAC, Physician-Focused Payment Model Technical Advisory 
Committee; RFI, request for input; RIFs, research identifiable files; USPSTF, US Preventive Services Task Force. 

Want to learn even more about how changes in 
health care policy, the kidney workforce, and new 

research will affect you?
Check out Kidney News Online at 
www.kidneynews.org



Policy Update

OMB proposed rule to fundamentally alter 
federal award framework
On May 29th, the Office of Management and Budget 
(OMB) published a proposed rule, “Regulation for Federal 
Financial Assistance” (1). If finalized, as proposed for the 
next fiscal year, beginning on October 1, 2026, this rule 
would make sweeping changes to federal grants and pose 
significant threats to the nation’s research framework. ASN 
and its partners within the kidney community are deeply 
concerned that several provisions could undermine the sta-
bility, independence, and effectiveness of federally funded 
research—including research that drives advances in preven-
tion and treatment of kidney diseases—and 
transplantation.

Among ASN’s primary concerns are provisions that 
would require federally funded activities to align with 
administration priorities, require senior political appointees 
to review discretionary awards, and expand agencies’ author-
ity to terminate grants that are no longer considered consis-
tent with agency priorities or the “national interest.” 
Collectively, these provisions could weaken the peer-review 
process and introduce uncertainty into the federal research 
enterprise.

The review of grants by political leadership undermines 
the peer-review process. ASN believes funding decisions 
should continue to be guided by scientific merit through 
rigorous peer review. Expanding agencies’ ability to termi-
nate grants after they have been awarded could reduce the 
predictability that researchers need to pursue long-term sci-
entific discoveries. This policy threatens scientific indepen-
dence and introduces uncertainty that ASN is concerned will 
disincentivize talented professionals from pursuing research 
as a career.

Other sections of the proposed rule would limit federal 
funding from being used to defray the costs of publication 
fees, conference participation, professional engagement 
activities, and other activities essential to the dissemination of 
scientific knowledge. These limits not only harm researchers 
but also create new barriers to the critical collaboration pro-
cess and slow the implementation of the findings. ASN 

believes these activities are essential components of the scien-
tific process and critical to translating research discoveries 
into improvements in patient care.

The ASN Council, in coordination with the four relevant 
ASN policy committees (Health Care Justice, Policy and 
Advocacy, Quality, and Transplant Policy), drafted ASN’s 
response to the proposed rule (2). ASN’s comments high-
light the proposed rule’s potential impact on kidney research 
and patient care, while urging OMB to rescind the proposed 
rule or at least make significant revisions before its final 
enactment.

ASN also collaborated with the American Kidney Fund, 
the American Society of Pediatric Nephrology, and the 
National Kidney Foundation to submit a joint response (3) 
that similarly advocates that OMB rescind the proposed rule 
or make significant revisions before its enactment.

ASN is also actively coordinating with multiple broader 
medical and scientific research coalitions, including the 
American Medical Association, Research!America, The Ad 
Hoc Group for Medical Research, and the Coalition for 
Health Funding, to oppose the proposed rule and advocate 
for revisions that preserve scientific independence and 
strengthen the nation’s research enterprise. ASN joined over 
80 other organizations in urging Congress to pair robust, 
bipartisan funding with strong oversight to ensure research 
investments are implemented transparently and predictably 
(4).

Given the contents of the proposed rule, ASN anticipates 
either congressional intervention, or more likely, legal chal-
lenges once the rule is finalized. Also, it is crucial that OMB 
hears from both a large number and wide range of stakehold-
ers that would be impacted by the policy changes, and ASN 
had encouraged the kidney community to submit individual 
responses by the July 13th deadline. Strong engagement 
from the kidney community will reinforce the importance of 
maintaining a federal research enterprise that is independent, 
predictable, and capable of advancing innovations that 
improve the lives of people living with kidney diseases. The 
society will continue to advocate for sustained, predictable 

research funding that is essential to accelerating progress 
toward ASN’s vision of a world without kidney diseases.

Advancing kidney care and research through 
legislative engagement
In addition to its engagement with executive rulemaking, 
ASN has encouraged bipartisan congressional support for 
recently introduced legislation bolstering patient education 
and directing kidney research investment, while additionally 
advocating for the protection of critical National Institutes of 
Health (NIH) funding.

ASN voiced support for the bipartisan Kidney Disease 
Education Access Expansion Act of 2026 (HR 9509) (5), 
which would provide education to people at high risk for 
chronic kidney disease, enabling them to access treatment 
sooner, understand treatment options, and slow the progres-
sion of the disease. ASN President Samir M. Parikh, MD, 
FASN, stated, “The single most important thing we can do 
to treat kidney failure is to prevent it in the first place. The 
Kidney Disease Education Access Expansion Act substan-
tially improves our ability to help Americans affected by 
kidney diseases never progress to kidney failure. I commend 
Rep. DelBene and Rep. Joyce for introducing this 
legislation.”

ASN additionally endorsed the Bipartisan PKD [polycys-
tic kidney disease] Cures Act (HR 9169) (6) and commends 
the bipartisan leadership involved in its markup. This prom-
ising bill has the potential to improve the lives of the 600,000 
Americans living with PKD by developing a comprehensive 
roadmap for PKD research and directing NIH to expand this 
research across basic, translational, and clinical science.

In collaboration with The Ad Hoc Group for Medical 
Research (7) and the Coalition for Health Funding (8), ASN 
urged Congress to support the existing research framework in 
the Labor, Health and Human Services, and Education fiscal 
year 2027 appropriations process. These coalitions applauded 
Congress’s rejection of proposed NIH cuts and highlighted 
the critical importance of funding scientific research while 
voicing concerns regarding disruptions to NIH and cuts to 
other agencies.

ASN Works to Defend Research Across the 
Federal Government and Improve Care by 
Educating Patients and Primary 
Care Clinicians
By Paul Renner		  https://doi.org/10.62716/kn.004182026
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ASN Health Care Justice 
Committee updates eGFR Toolkit
With funding support from the Council of 
Medical Specialty Societies (CMSS) and the 
Doris Duke Foundation, the ASN Health 
Care Justice Committee revised and 
expanded the ASN eGFR [estimated glo-
merular filtration rate] Toolkit (9) to reflect 
the latest evidence, clinical guidance, and 
implementation resources related to the use 
of the race-neutral eGFR equation. 
Recognizing the critical role of primary care 
clinicians in the early identification and 
management of kidney diseases, the com-
mittee also tailored the toolkit to better meet 
their needs. The updated resource provides 
practical guidance and implementation tools 
to support the adoption of the race-neutral 
eGFR equation in primary care practice. 
The updated toolkit was featured at the 
2026 Encoding Health Equity Summit 
(10), where ASN Senior Policy and 
Government Affairs Coordinator Lauren 
Ahearn participated in a panel discussion 
and presented a poster highlighting strate-
gies to raise awareness, resolve misconcep-
tions, and support the adoption of the 
race-neutral eGFR equation.

ASN will disseminate the updated eGFR 
Toolkit by using a comprehensive mix of 
print and digital channels. To reach beyond 
the kidney community, ASN will collabo-
rate with organizations, such as CMSS, the 
American College of Physicians, and other 
health professional societies, so that the 
information and benefits of the updated 
toolkit are shared with the greater medical 
community, with an emphasis on targeting a 
primary care audience for earlier detection 
and better management of people with or at 
risk for kidney diseases. 

Paul Renner is with the policy team at ASN.
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Should We Continue ESAs in Patients With Cancer 
Undergoing Dialysis?
By Himabindu Yerneni and Arash Rashidi	 https://doi.org/10.62716/kn.003542026

Anemia of chronic kidney disease (CKD) is 
characterized as a normocytic, normochromic, 
hypoproliferative anemia that develops as the 
glomerular filtration rate declines (1, 2). The 

introduction of erythropoiesis-stimulating agents (ESAs) 
has markedly improved the lives of people with CKD. The 
first recombinant epoetin alfa (EPO) was approved in the 
United States in 1989 (3). ESAs have decreased the need for 
blood transfusions, improved symptoms related to anemia, 
and likely improved patients’ quality of life (3) (Figure).

Although a correlation has been established between 
ESAs and increased tumor growth among patients with 
cancer-related anemia, the association between ESA use and 
a higher incidence of cancer among patients undergoing 
chronic dialysis remains unclear (4). Trials from the early 
2000s that targeted high hemoglobin levels suggested that 
recipients of ESAs had a higher risk of cancer progression, 
possibly related to higher ESA doses required to achieve 
these hemoglobin targets. Trials including Correction of 
Hemoglobin and Outcomes in Renal Insufficiency 
(CHOIR) (5) and Trial to Reduce Cardiovascular Events 
With Aranesp® Therapy (TREAT) (6) confirm risks above 
13 g/dL (7).

A recent study by Kim et al. provides important new 
insights into the relationship between ESA dose intensity 
and cancer development among adults undergoing long-
term dialysis (8). The analysis, based on Korean National 
Health Insurance Service data, included adults aged 19 
years or older who received ESAs between 2006 and 2017. 
Eligible patients were followed from baseline to kidney 
transplant, cancer diagnosis, death, or the end of the study 
period. Average weekly exposure to short- and long-acting 
ESAs served as the primary measure of ESA use.

Researchers examined newly diagnosed cancers occur-
ring within 6 months after the onset of long-term dialysis. 
Each cancer case was matched with four controls based on 
birth year, sex, follow-up duration, dialysis start year, and 
dialysis modality. Conditional logistic regression was used to 

assess the association between ESA exposure and cancer 
risk. Additional analyses evaluated ESA exposure during the 
6 months preceding the cancer diagnosis and explored sub-
group differences by age, sex, dialysis modality, ESA type, 
health care facility, diabetes, and hypertension.

With a median follow-up of 6.5 years, high-dose ESA 
use was more common among the cancer case group 
(53.8%) than the control group (48.8%). This relationship 
persisted across adjusted models and sensitivity analyses. 
The authors noted several limitations, including the absence 
of data on lifestyle risk factors such as smoking and alcohol 
use, incomplete information on functional iron deficiency 
and management of iron deficiency, and limited assessment 
of ESA administration routes.

These findings reinforce growing evidence that higher 
ESA dosing may carry additional risks for certain patients 
(8). Prior oncology trials such as the study of anemia treat-
ment in head and neck cancer (ENHANCE) (9) and the 
Breast Cancer Erythropoietin Trial (BEST) (10) suggested 
similar concerns regarding ESA-related tumor progression, 
although results have varied across studies. The extended 
follow-up duration of this investigation provides a more 
comprehensive evaluation of cumulative ESA exposure and 
subsequent cancer risk. In the ENHANCE study, patients 
with head and neck cancer were treated to achieve hemoglo-
bin levels of 14 to 15 g/dL, and the study demonstrated 
poorer progression-free survival among recipients of EPO 
(9). A Japanese study of patients with CKD stages 4/5 
found no significant association between ESA treatment 
and cancer development (11). Notably, the average hemo-
globin level in that study was 10.1 g/dL, which is relatively 
low. A Cochrane meta-analysis of 91 trials showed a greater 
mortality risk among participants with malignancy treated 
with ESA, restricted to those with baseline hemoglobin 
levels greater than 12 g/dL—levels that currently prohibit 
ESA initiation (12).

Huang et al. evaluated cancer risk in a population-based 
case-control study that included 7115 matched individuals 

with CKD or kidney failure who were using and not using 
ESAs (13). The risk of incident malignancy was 1.84 times 
higher with ESA treatment. Cancer risk increased with 
cumulative ESA dose, with the highest annual cumulative 
cohort showing the greatest risk (hazard ratio, 2.39). A 
Canadian study of 4574 patients newly on dialysis reported 
similar findings, with an increased risk of cancer among 
those with high-exposure ESA use (>70 µg per week) (14).

Taken together, current evidence suggests that a cumula-
tive ESA dose, rather than ESA use alone, correlates more 
strongly with cancer risk. Despite limitations, this large 
population-based body of research underscores the need for 
careful risk-benefit evaluation when prescribing high-dose 
ESAs, particularly in older adults undergoing long-term 
dialysis.

Optimizing iron deficiency—particularly functional 
iron deficiency—in patients with cancer before initiating 
ESA therapy may reduce potential risk. There remains sub-
stantial opportunity for the development of novel therapies 
aimed at reducing inflammation and cancer risk in people 
with kidney failure.  

Himabindu Yerneni, MD, and Arash Rashidi, MD, FASN, 
are with University Hospitals Cleveland Medical Center, 
Cleveland, OH.

The authors report no conflicts of interest.
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Figure. Anemia treatment for patients on dialysis: Balancing benefits and cancer risk
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Breath Ammonia as a Biomarker: A New Frontier 
in CKD Detection
By Thomas Joseph and Holly Kramer	 https://doi.org/10.62716/kn.003722026

The recent advancements in kidney disease 
treatments bring more urgency for the 
need to increase the detection and diagno-
sis of chronic kidney disease (CKD). Over 

1 million individuals die from kidney failure each year 
due to lack of access to dialysis or kidney transplanta-
tion (1). Detection and diagnosis of CKD can facili-
tate the use of disease-modifying treatments that can 
delay or even prevent kidney failure and improve 
survival. However, diagnosis of CKD requires labora-
tory testing, which is expensive and not always acces-
sible. A breath test for detecting kidney diseases could 
be a useful tool to identify individuals who need fur-
ther laboratory testing to confirm and stage CKD. 
Breath tests have been used to estimate blood alcohol 
levels for suspected alcohol use while driving or to 
detect carbon monoxide to assess smoking cessation 
status in clinical or research settings (2). Other emerg-
ing areas of breath tests include screening for lung 
cancer or infections via detection of volatile organic 
compounds (2).

In advanced CKD, the accumulation of urea can 
lead to uremic fetor, a characteristic ammonia odor 
on the breath that can alert physicians to the presence 
of uremia, a clinical syndrome that occurs with kid-
ney failure (3). In the 21st century, technology is 
transforming this historical observation of uremic 
fetor into a noninvasive diagnostic tool to quickly 
detect CKD. Ammonia is a byproduct of nitrogen 
metabolism that accumulates in the body (Figure). 
Because ammonia is toxic, especially to the brain, it 
must be converted to urea, a water-soluble metabolite 
excreted by the kidneys. When kidney function 
declines, urea levels in both serum and saliva increase. 
The urease in saliva and mouth bacteria converts urea 
into ammonia, which is eliminated in the breath (4). 
Urea breath levels in individuals with normal kidney 
function range from 120 to 530 ppb and from 710 to 
10,400 ppb with reduced kidney function (5).

Chan et al. (6) evaluated the diagnostic accuracy 
of an ammonia breath test for detecting CKD, 
defined as an estimated glomerular filtration rate 
(eGFR) less than 60 mL/min/1.73 m2. This study 
included 244 individuals living in Taiwan with all 
stages of CKD. The breathalyzer uses an organic 
channel semiconductor to detect ammonia. Whereas 
previous studies have examined breathalyzers for 
ammonia, this study showed that fasting for at least 4 
hours improved the diagnostic performance of the 
urea breath test by 9% and increased the area under 
the receiver operating characteristic curve from 0.84 
to 0.93.

Although this study shows a high accuracy for 
detecting an eGFR less than 60 mL/min/1.73 m2, 
challenges for public health implementation remain 
(6). First, standardization of breath-sampling tech-
niques is needed because breath ammonia levels could 
differ by the way a person breathes into the device. 
Ammonia levels can also be influenced by liver dis-
ease, mouth bacteria, and diet. As shown in this study, 
fasting may help mitigate the confounding by diet. 
More studies are also needed to establish reference 
ranges.

Overall, this recent study shows promise for a 
noninvasive method to detect CKD. A breath-based 
point-of-care approach could enhance screening of 
populations, especially in resource-limited settings, 
and efficiently determine who should receive further 
CKD testing. 
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Figure. Breath analysis process for detecting CKD



   

  Detective Nephron

Detective Nephron, world-renowned for his expert analytic skills, trains budding 
physician-detectives in the diagnosis and treatment of kidney diseases. Mackenzie 
Ula Densa (Mac), a budding nephrologist, plans to present a new case to the 
master consultant. 										          https://doi.org/10.62716/kn.004212026	
		

  Detective Nephron  Detective Nephron  Detective Nephron

Charts, lab slips, and a cup of black coffee lie in front of Detective Nephron. Mac enters, 
holding a thick folder, with nervous excitement.

Mac	� Detective, I’ve brought you a puzzling case.

Nephron	� (sipping coffee) Ah, my favorite. Let’s see if this mystery is worthy of 
our time.

Mac	� (flipping through the chart) A 60-year-old woman with a remote, eight-
pack-year history of smoking received a diagnosis of clinical stage III 
adenocarcinoma of the lung with a RET fusion who presents with 
AKI.

Nephron	� You are trying to make this about onconephrology. It seems like that 
is becoming a popular thing these days at all programs. Everyone 
loves this new field—which, frankly, is 20 years old—even more than 
cardio-oncology.

Mac	� (winking) But you know how cardiologists love to put themselves 
before everyone else—even in the name: cardio-oncology versus 
onconephrology.

Nephron	� (leaning in) So, tell me more about this patient of ours, while we 
digress.

Mac	� (smirking) Okay. So, she really has no past medical history, and she 
is not being treated with any medications except aspirin. She did not 
undergo any contrast imaging.

Nephron	� (raising a brow) But what is the renal issue?

Mac	� You mean the “kidney” issue?

Nephron	� Don’t even get me started on the renal versus kidney nonsense.

 Nephron tickles his fingers as he paces.

Mac	� The serum creatinine level increased from 0.62 to 0.96 mg/dL, and 
the eGFR decreased from 100 to 60 mL/min/1.73 m2. Urinalysis is 
bland.

Nephron	� (turning to Mac) What’s the big deal? This is likely prerenal, so maybe 
she was hypotensive.

Mac	� She’s well-nourished, no diarrhea, no diuretics or chemotherapy, no 
endocrine disorder.... Her vitals are in a good range, and there is no 
prior history of hypotension.

Nephron	� So, what is the issue here? Urinalysis is bland. Urine electrolytes?

Mac	� Well, the urine electrolytes were not performed.

Nephron	� (snapping fingers) Well, then…. Why not?

Mac	� (thinking) Since there was no improvement after giving 2 L of fluids, 
they figured it’s not prerenal. A kidney ultrasound was done, and it 
showed no hydronephrosis.

Nephron	� Precisely. No urine electrolytes and no point-of-care ultrasound. I 
wonder what is going on here….

Mac	� Wait, I forgot some important information that we only just found 
out. Unfortunately, the patient had forgotten, and the Epic chart 
was not linked with Epic’s Care Everywhere. She has been receiving 
selpercatinib for the last few months to treat the lung cancer.

Nephron	� (smiling, as if expecting the question) Epic discovery, my friend! I am 
done with this case. Tell them to do nothing and send her home.

Mac	� Wait, I told them to do a cystatin C-based GFR test. Is that not what 
you would have wanted?

Nephron	� (appearing bored) Selpercatinib is a highly selective and potent RET 
kinase inhibitor used for treatment of RET-altered non–small cell lung 
cancer and medullary thyroid cancer. Increases in serum creatinine 
of up to 14% and 47% from baseline have been reported in patients 
treated with selpercatinib, and the increases are all mostly pseudo-AKI 
rather than a true decline in GFR.

Mac	� The active secretion of creatinine across tubular epithelial cells is 
mediated by OCT2, which is expressed on the basolateral membrane, 
and by MATE1 and MATE2-K, which are expressed on the apical 
membrane of the proximal tubular cells in the kidneys.

Nephron	� How common are these?

Mac	� These mechanisms account for 10% to 40% of all creatinine that 
is cleared, depending on kidney function. I hypothesized that the 
reported increase in the serum creatinine level during selpercatinib 
treatment could be a result of the inhibition of tubular secretion and 
not a true increase in creatinine.

Nephron	� Exactly. This can be seen with several other chemotherapy and 
targeted therapy agents.

	� Remember, Mac—don’t forget the pseudo-AKIs.

Mac	� I thought this was more common with certain chemotherapy agents.

Nephron	� Several targeted anticancer agents are recognized to cause pseudo-
AKI by inhibiting renal tubular creatinine secretion without 
reducing true GFR. These include the RET inhibitors selpercatinib 
and pralsetinib; the MET inhibitors capmatinib, tepotinib, and 
savolitinib; the ALK inhibitors crizotinib and lorlatinib; the CDK4/6 
inhibitors abemaciclib, ribociclib, and, less commonly, palbociclib; 
and the PARP inhibitors olaparib, rucaparib, and talazoparib. 
These agents primarily inhibit OCT2 and/or MATE1/MATE2-K 
transporters in the proximal tubule, resulting in reduced creatinine 
secretion, a rise in serum creatinine, and an apparent decline in 
eGFR despite preservation of true kidney function. Recognition of 
this pharmacologic effect is essential to avoid misdiagnosis of true 
AKI, unnecessary discontinuation of effective anticancer therapy, and 
inappropriate diagnostic evaluation.

After 72 hours
Mac	� We assessed the serum cystatin level and directly measured the GFR 

months after the start of selpercatinib therapy. Because the 0.73-
mg/L serum cystatin C level was normal (normal range, 0.62–1.19 
mg/L), no adjustment to the selpercatinib dose was performed. The 
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  Detective Nephron

patient was sent home. Eventually, a 
measured GFR (technetium-99m–
labeled diethylenetriamine pentaacetic 
acid radioisotopic imaging) showed 
normal kidney function, with a GFR of 
87.5 mL/min/1.73 m2.

Nephron	� (smiling knowingly) Unlike creatinine, 
cystatin C is freely filtered by the 
glomerulus, completely reabsorbed 
and metabolized by the proximal 
tubular cells. It is not secreted by renal 
transporters and is not affected by 
muscle mass. Her cystatin C-based 
GFR was similar to the baseline value 
obtained before initiation of therapy.

Mac	� Yes, that’s the one. Do you recommend 
cystatin C-based GFR for all patients 
with cancer?

Nephron	� Excellent question. To make it short 
and sweet, the best equation for dosing, 
monitoring, and following patients 
with cancer and receiving therapy is the 
CKD-EPI (creatinine-cystatin) equation. 
This calculation has been validated now 
at several centers and in an analysis of 
data of all GFR studies in patients with 
cancer.

A few moments of silence
Mac	� (smiling) Another mystery solved, 

Detective.

Nephron	� (standing up, grabbing his New York-style 
coffee) Indeed, Mac. But beware—the 
most dangerous villains are often the 
ones hiding in plain sight, prescribed 
every day without suspicion. 

	�
AKI, acute kidney injury; ALK, anaplastic lymphoma 
kinase; CDK4/6, cyclin-dependent kinase 4/6; CKD-
EPI, chronic kidney disease epidemiology collaboration; 
eGFR, estimated glomerular filtration rate; MATE1, 
multidrug and toxin extrusion protein 1; MATE2-K, 
multidrug and toxin extrusion protein kidney-specific 
homologue; OCT2, organic cation transporter 2; PARP, 
poly (ADP-ribose) polymerase; RET, rearranged during 
transfection.
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this column to kjhaveri@kidneynews.org.
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INNOVATION IN MEDICAL EDUCATION

The tools of medical education will continue 
to change. Social media transformed how 
nephrologists share knowledge; 
COVID-19 accelerated virtual learning 

and digital communities; and artificial intelligence (AI) 
is now reshaping how information is sourced, curated, 
synthesized, and framed. Each of these shifts has 
expanded what is possible in nephrology education. 
But technology is not education. It is a vehicle.

The foundation of medical education remains the 
same: helping learners acquire knowledge, develop 
judgment, apply concepts in practice, and translate 
learning into better care. In nephrology, this work is 
especially important. Our field requires more than 
recall. It requires physiologic reasoning, pattern recog-
nition, risk assessment, longitudinal decision-making, 
communication, and the ability to act under uncer-
tainty. Access to information is no longer the main 
limitation. The harder question is whether trainees can 
turn exposure into understanding and understanding 
into judgment and action.

In the first of this two-part Kidney News education 
series last month, we examined how nephrology train-
ing must evolve alongside advances in clinical care and 
proposed a tiered approach to competency develop-
ment that preserves core training while allowing for 
focused expertise in selected domains. In this second 
issue, we turn from what nephrologists must learn to 
how learning happens, specifically how knowledge is 
reinforced, how judgment is developed, how commu-
nities support learning, and how education is translated 
into execution.

These questions are crucial as digital transformation 
reshapes medical education. Learners now have rapid 
access to information through social media, podcasts, 
online communities, virtual conferences, and AI-
enabled tools. This access has made exposure to knowl-
edge more immediate and continuous. It has also 
created challenges. Recognition can be mistaken for 
understanding. Repeated exposure to terms, phrases, or 
short-form explanations may create familiarity without 
depth. In addition, digital learning is often shaped by 
algorithms, popularity, and ease of production. 
Content that is concise, memorable, or widely shared 
may rise to the surface more readily than content that 
is difficult to explain or slow to master. As digital tools 
reshape how learners encounter information, the fun-
damentals of learning matter even more.

True learning requires more than repeated exposure 
to information. It requires learners to organize 

concepts, connect them to what they already know, 
and build a web of frameworks that can be used in dif-
ferent settings. It also requires clarity about the learner’s 
goals. A fellow pursuing community practice, subspe-
cialty expertise, research, education, or leadership may 
need not only different competencies but also a differ-
ent way of seeing problems. More content is not always 
the answer. Sometimes the greater need is better judg-
ment, more opportunities to translate knowledge into 
action, and the ability to view problems through differ-
ent lenses depending on one’s scope of responsibility.

This August issue brings together perspectives on 
how nephrology education is being built, practiced, 
and assessed. We begin with how COVID-19 changed 
social media in medical education and accelerated new 
forms of digital learning. We then examine academic 
judgment in the age of AI and consider what makes 
medical learning stick through engagement, practice, 
and community. The NephJC experience highlights 
community-based learning as a model for open, par-
ticipatory education, while lessons from 10 years of the 
Nephrology Business Leadership University demon-
strate how education can move from knowledge acqui-
sition to execution and real-world readiness. Finally, 
discussions of board examinations, competency stan-
dards, and the in-training examination explore how 
assessment must evolve for modern clinical practice.

Together, these articles remind us that the future of 
nephrology education is not about choosing between 
traditional learning and new technology. It is about 
using new tools without losing sight of enduring edu-
cational principles. As the vehicles of education con-
tinue to change, the goal is to help nephrologists 
recognize what matters, understand when it matters, 
and apply it through the lens that their role requires. 

Jia Hwei Ng, MD, is with the Donald and Barbara 
Zucker School of Medicine at Hofstra/Northwell, 
Hempstead, NY. Matthew A. Sparks, MD, FASN, is an 
associate professor of medicine and Fellowship Program 
Director in the Division of Nephrology, Duke University 
School of Medicine, Durham, NC.

The authors and special section coeditors report no 
conflicts of interest.

Reclaiming the Fundamentals 
of Nephrology Education
By Jia Hwei Ng and Matthew A. Sparks

https://doi.org/10.62716/kn.004192026

FROM 
KNOWLEDGE 
TO JUDGMENT



16  |  ASN Kidney News  |  August 2026INNOVATION IN MEDICAL EDUCATION

How COVID-19 Changed Social Media 
in Medical Education
By Muhammad Yasir Baloch and Muhammad Ulusyar Khan	 https://doi.org/10.62716/kn.003672026

The COVID-19 pandemic did not introduce social media into medical education, 
but it accelerated a shift in its role. Before 2020, social media was often treated 
as an add-on to traditional teaching. When classrooms moved online, confer-
ences went virtual, and professional communities became more physically iso-

lated, those platforms quickly became central to learning, discussion, mentorship, and 
scholarly exchange. What began as a work-around lasted far beyond the crisis. In many ways, 
social media is currently part of the educational infrastructure of medicine (1).

The key question now is not whether social media mattered during COVID-19 but what 
remained afterward. One of the clearest post–COVID-19 shifts is that learners now expect 
education to be more immediate, interactive, and accessible. Educational content that once 
lived mainly in conference halls or local teaching sessions can now be translated into visual 
abstracts, threaded discussions, infographics, podcasts, short videos, and postpublication 
commentary. Post–COVID-19 medical education is also increasingly shaped by creator-
driven content on platforms like YouTube, Instagram, and TikTok, where large followings 
and algorithms often determine what rises to the surface. Generative artificial intelligence is 
beginning to accelerate that shift by shaping how educational content is created, summa-
rized, and shared, while also raising new questions about accuracy, attribution, and trust. 
That can expand access and engagement, but it also means influence is not always matched 
by depth or educational quality (1–3).

This shift has been especially meaningful in nephrology. Long regarded as intellectually 
demanding, the specialty has benefited from digital spaces that make complex physiology 
and clinical reasoning more visible and approachable. Post–COVID-19 nephrology educa-
tion now extends beyond real-time discussion into a broader ecosystem of online journal 
clubs, interactive learning, disease-specific virtual communities, and podcast-based educa-
tion. From NephJC’s online journal club to NephMadness’ gamified learning model, 
GlomCon’s virtual disease-focused community, and Freely Filtered’s podcast-based discus-
sions, digital nephrology has diversified across formats while continuing to expand access, 
community, and educational reach beyond individual training programs (4, 5). A 2023 
study of US nephrology fellows found meaningful engagement with free open-access medi-
cal education resources, underscoring how fully these tools have entered contemporary 
nephrology training (6).

Post–COVID-19, social media has also changed who gets to participate in medical edu-
cation. Traditionally, educational conversations were shaped by local institutions, invited 
speakers, and established academic hierarchies. Digital platforms have widened that circle. 
Fellows, residents, early-career faculty, and clinician–educators without a major institutional 
platform now have more visible ways to share their work, contribute to educational conversa-
tions, and build a professional presence. Educational voices have emerged from a wider range 
of institutions, backgrounds, and career stages, including, importantly, from low-resource 
settings, where professional visibility, mentorship, and academic opportunities may be harder 
to access (1, 5).

At the same time, post–COVID-19 digital education has become more diversified and 
less platform-bound. What began as an expansion of real-time social media discussion has 

grown into a broader ecosystem of visual teaching, podcast-based learning, asynchronous 
commentary, and specialty-specific virtual communities. As Twitter evolved into X, and 
online audiences dispersed, medical educators had to adapt across newer and more distrib-
uted platforms. That shift also reinforced an important lesson: Strong educational content 
matters more than any single platform on which it appears. It also highlighted a newer chal-
lenge: As online communities became more dispersed, some of the cohesion and shared 
momentum that once defined nephrology’s social media footprint became harder to 
sustain.

None of this should be mistaken for unqualified progress. The very features that make 
social media effective also introduce risk. Brevity can flatten nuance. Visual appeal can out-
pace evidentiary rigor. High engagement does not always signal high quality. In medicine, 
where patient care sits downstream of what we teach and amplify, those limitations matter. 
That is why the next phase of digital medical education must focus not only on participation 
but also on responsible participation. Learners need digital literacy, and educators need to 
model source appraisal, ethical communication, appropriate attribution, and respect for 
patient privacy (1–3).

Social media is no longer peripheral to medical education. It is one of the spaces in which 
learning, mentorship, and professional identity currently take shape. The responsibility now 
is to ensure that its reach is matched by rigor, credibility, and educational value. 
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Training Academic 
Judgment in the 
Age of AI
By Paras Karmacharya	

https://doi.org/10.62716/kn.003732026

In the age of artificial intelligence (AI), how much of the thinking has to be yours 
for the research to still be yours?

That is not a rhetorical question. It is the most pressing practical challenge 
facing researchers right now, at every career stage. This deliberation is not because 

I am skeptical of AI tools. I use them daily. But speed is not the same as judgment. And 
judgment, together with scientific rigor and accountability, matters today more than 
ever.

The real risk is not that AI gets things wrong.
AI gets things right often enough to sound authoritative. That fluency is the actual 
danger: When outputs look credible, investigators may stop doing the cognitive work 
that builds judgment (1, 2).

A research trainee, whom I supervise, recently handed me a literature review that 
read beautifully—clean synthesis, well-chosen citations, and compelling conclusions. 
When I asked him to walk through the papers, the gaps became visible immediately. 
Three of the four key studies had not been read in full. The synthesis was AI’s. The 
understanding was not there.

Academic judgment is not a trait with which researchers are born. It means reason-
ing from incomplete evidence, noticing what does not fit, and taking ownership of a 
conclusion under uncertainty. It is built through struggle. Take away that resistance, 
and the foundation crumbles.

Each stage of research carries a specific risk.
	f Research design. Asking AI for “a gap in the literature” skips the weeks of 
immersion that teach investigators what a real gap looks like. The question may be 
technically sound, but the intuition has not been earned.
	f Literature review. AI produces what I call “premature coherence”: a clean, 
confident narrative, assembled before the investigator has noticed the contradictions 
(3). Judgment requires sitting with those contradictions. AI is designed to resolve 
them quickly.
	f Data analysis. When researchers hand off code and interpretation without grasping 
the underlying logic, they can describe the analysis, but they cannot defend it (4). 
That distinction matters when a reviewer asks a pointed question.
	f Writing. The first imperfect draft is diagnostic (5). When AI produces it, researchers 
lose the opportunity to locate gaps in their own reasoning.
	f Peer review. Reviewers who use AI to summarize manuscripts and generate 
critiques produce comments. They do not necessarily produce judgment (6). The 
difference matters for the integrity of the scientific record.

What does training judgment alongside AI actually looks like?
The goal is not to use AI less. It is to use it better.

Most of us reach for AI in scattered ways: a quick question here, a sentence cleanup 
there. That is the worst of both worlds. We still carry nearly all of the cognitive load 
and add the overhead of managing AI on top (3). Four principles make this concrete:

1) Offload completely or not at all.

Give AI a full task: first-pass retrieval, an outline draft, or a structured case summary. 
Scattered “micro asks” do not free enough mental space to matter. The middle ground 
is where quiet de-skilling happens.

2) Think first; then stress test with AI.

Generate your interpretation first; then ask AI for its version. Compare and reconcile. 
Asking AI first bypasses retrieval and deep engagement with the material (5).

Example: A trainee writing the discussion, outlines their own reading of the results 
in plain language first. Then they bring in AI’s version. Where the two diverge, they 
ask why. That back and forth is the intellectual work.

3) Use AI to find errors, not fix them.

Ask “critique this argument” rather than “fix this argument.” When AI surfaces the 
problem (instant feedback), and the researcher corrects it, they build the skill. When 
AI does the “fixing,” that opportunity is gone (7).

4) Name the tasks that stay human.

AI can own first-pass retrieval, drafting, outline generation, and practice questions. 
What never transfers are assessment of a final interpretation, verification of every cita-
tion, judgment on clinical or scientific significance, and accountability for the work  
(7, 8).

Judgment is a capacity that cannot be outsourced.
Science requires researchers who can do something that AI cannot: Take ownership of 
an argument and defend it against alternatives that they have genuinely considered. 
That capacity develops slowly. It weakens when the hard work is consistently removed 
(1, 2).

AI is already in the research workflow. The question is whether we use it to sharpen 
thinking or let it become a replacement for thinking. Judgment is not a downstream 
outcome of research training. It is the point. Preserving the “hard parts” is the most 
important decision each of us faces and that every training program must make.

Ask this introspective question of your trainees. Ask it of yourself. Answer it delib-
erately, and you are building a researcher. Let it happen by accident, and you are build-
ing a dependency. And yes, I used AI to write this article. But every argument here is 
mine, and I take full accountability for it. 

Paras Karmacharya, MD, MS, is a physician-scientist, assistant professor of medicine, and 
director of the Psoriatic Arthritis and Spondyloarthritis Clinical and Research Program at 
Vanderbilt University Medical Center, Nashville, TN.

Dr. Karmacharya is a founder of Research Boost, an AI academic writing assistant.  
Dr. Karmacharya used Research Boost (April 2026 version) to perform literature review 
on this topic and Anthropic’s Claude Opus 4.6 (April 2026 version) for proofreading. 
All references and proofread text were verified by Dr. Karmacharya.
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What Makes Medical 
Learning Stick? 
Designing for 
Engagement, Practice, 
and Community
By Richa Chhaya, Kishan Rao, and Samira S. Farouk	

https://doi.org/10.62716/kn.003602026

A medical education classroom today might host educators and learners spanning 
several generations, including Baby Boomers, Generation X, Millennials, and 
Generation Z (1). Although these generation categories and characteristics asso-
ciated with them do not necessarily apply to all people, it is likely that teaching 

and learning styles must evolve with time, particularly with the now nearly ubiquitous use of 
technology. Historically, most medical education has been delivered using a didactic lecture-
style format, in conjunction with textbooks (2). Recent data have shown that this perhaps 
more archaic model is associated with ineffective learner engagement, which may ultimately 
lead to decreased retention of information, differences in performance, and reduced student 
satisfaction (2, 3); hence, traditional lecture-based medical education may be insufficient for 
modern learners. Here, we argue that durable learning requires integration of active partici-
pation, longitudinal community, and adaptive digital platforms. Two tenets that support this 
claim are the effectiveness of student-driven learning and the benefits of a positive, produc-
tive learning environment.

Whereas the core of most medical education training programs revolves around an 
instructor-centered, didactic-style format, recent data have revealed that newer teaching 
models allow students more ownership of their education by fostering critical thinking and 
active participation (4)—with problem-based learning (PBL) being one such model—with 
evidence of improvement in student educational outcomes (5). In PBL models, students 
work together in small groups to solve a problem or learn about a subject with an instructor 
who serves as a facilitator (4). In a study that randomized students to traditional lecture-style 
learning or to a PBL model, those in the PBL group performed better on a post-test than the 
traditional group, suggesting improved recall and retention (5). A 2019 systematic review 
that assessed the efficacy of a hybrid PBL model found similar results: Students in the hybrid 
group had better long-term retention of information and markedly better performance 
scores on objective examinations than both the traditional and pure PBL groups alone (6). 
The hybrid PBL group also had higher degrees of student satisfaction (6). Specifically in 
nephrology education, hybrid and PBL models have been shown to improve learner satisfac-
tion and performance, with learners demonstrating statistically significant improvements in 
both theoretical knowledge and problem-solving skills compared with traditional lecture-
based teaching (3, 7). These results suggest that a combination of novel and traditional 
teaching methods may be an optimal middle ground for effective learning.

The complexity of nephrology has long driven innovation in medical education, from 
early contributions of Burton D. Rose, MD, to digital-learning platforms, like UpToDate, 
to more recent free open-access medical education initiatives, such as NephJC and 
NephSIM. NephSIM, a free web-based platform designed to teach nephrology through 
interactive cases, has demonstrated high levels of learner engagement and satisfaction, with 
over 95% of users reporting positive experiences and high case-completion rates (8), and 
qualitative and program-level data suggest improvements in clinical reasoning and even 
downstream effects on nephrology career interest (9). NephSIM Nephrons, a virtual 

mentorship program that leverages existing nephrology free open-access medical education 
tools, extends this model by pairing medical students and residents with faculty mentors in 
small groups, called “tubules.” Tubules have the opportunity to learn together as a commu-
nity, both via virtual sessions and chat groups that may cater to a variety of learning styles 
(10). A recent analysis found that small group-interactive learning fostered a sense of com-
munity among trainees and mentors (10). Preliminary data revealed that learners enjoyed the 
interactive, flexible learning model and valued the connections made with both peers and 
mentors. For some learners, the experience sparked an interest in pursuing nephrology as a 
longitudinal career (10).

In addition to offering students an active role in their learning, creation of a positive, 
productive learning environment with effective educators is also important. An example of 
this can be seen when assessing the peer-assisted learning (PAL) model, in which students of 
varying academic stages learn together by teaching each other relevant topics (11). A 2022 
meta-analysis compared performance on both questionnaires and practical observed struc-
tured clinical examinations. The investigators found that there was a statistically significant 
difference in academic performance and medium-term retention, especially in relation to 
practical skills, with the PAL group performing better (11). The PAL model also allowed 
students to appreciate different approaches to learning, which ultimately resulted in optimal 
mutual understanding of information (11). Furthermore, a previous study reported that 
high-quality student–teacher interactions encouraged freedom of thought and cultivated 
enriching discussions, ultimately improving learning (12).

Feedback from NephSIM Nephrons’ participants highlighted mentor engagement as an 
area for improvement in the program (10). Learners reported that the experience would have 
been improved if mentors had maintained regular and reliable correspondence in virtual 
group chats and encouraged small group conversation to assist in both retention of informa-
tion and community building (10).

Overall, effective teaching of the modern learner requires a multifaceted approach. 
Encouraging the learner to play an active role in their academic experience may improve 
performance and retention of information. Furthermore, it is important to create a pro-
ductive and positive learning environment among learners, along with having involved 
educators, all of which should build camaraderie and provide an enriching educational 
experience. 

Richa Chhaya, MD, and Kishan Rao, MD, are second-year nephrology fellows at the Icahn School 
of Medicine at Mount Sinai and The Mount Sinai Hospital, New York, NY. Samira S. Farouk, 
MD, MS, FASN, is Professor of Medicine and Medical Education and Nephrology Fellowship 
Program Director in the Barbara T. Murphy Division of Nephrology, Department of Medicine, 
Icahn School of Medicine at Mount Sinai.
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Community-Based 
Learning as a Model 
for Modern Medical 
Education: The 
NephJC Experience
By Anna Gaddy and Joel Topf	

https://doi.org/10.62716/kn.004172026

It is easy to lament the decline of the traditional conference-room journal club. 
Since the time of Sir William Osler, journal clubs have provided opportunities 
not only for critical appraisal of scientific literature but also for mentorship, 
professional networking, and the exchange of ideas among colleagues (1). 
Among the recurring educational activities in medicine, the journal club stands 
apart. We do not attend lecture clubs, conference clubs, or grand-rounds clubs. 

The word club acknowledges that these gatherings have always been about more than 
education. They are social experiences, in which professional identity, relationships, and 
intellectual curiosity are cultivated along with critical appraisal skills.

In Bowling Alone, Robert Putnam described the erosion of civic organizations and 
communal activities that once formed the fabric of American social life (2). Journal 
clubs may represent a parallel phenomenon within academic medicine. As clinical 
demands and administrative responsibilities increasingly compete for physicians’ time, 
these local communities have become difficult to sustain. The challenge facing modern 
medical education is not simply how to disseminate information but how to preserve 
the sense of community that made journal clubs valuable in the first place.

Physicians still seek the same benefits that journal clubs have historically provided. 
For most nephrologists, however, participation in a journal club effectively ends with 
fellowship training. Outside academic medical centers, opportunities for regular, struc-
tured discussion of the literature are uncommon. Many early-career nephrologists rec-
ognize this gap and aspire to create local journal clubs, but sustaining them amid the 
competing demands of clinical practice, administration, and family life is exceedingly 
difficult.

At the same time, the internet has fundamentally altered how professional relation-
ships are formed. What began as a tool for accessing information has become a conduit 
for connection, allowing clinicians separated by geography, institution, and career stage 
to gather around shared interests. The question facing modern medical education is 
how these digital communities can be intentionally cultivated to support learning, 
mentorship, and professional growth.

In 2014, nephrologists Swapnil Hiremath, MD, MPH, FASN, and Joel Topf, MD, 
launched NephJC (3), a journal club that met on Twitter (now X) twice a month and 
was open to all participants. Any clinician, trainee, researcher, or patient with internet 
access could observe or join the conversation. What began as a novel approach to a 
journal club quickly evolved into a global community of practice centered on nephrol-
ogy education.

Over the ensuing decade, NephJC expanded beyond its original format. The NephJC 
website provides detailed summaries of featured studies, placing new research into historical 
and clinical context while making complex trials accessible to a broad audience. Manuscripts 
that previously existed behind journal paywalls now have detailed summaries available to 
anyone with a web browser. Visual abstracts, blog posts, and educational reviews support 
different learning preferences and levels of expertise. During the summer months, the com-
munity gathers for a medical humanities book club. The Freely Filtered podcast extends 
discussion beyond the written page, often bringing trial investigators directly into conversa-
tion with clinicians and learners.

Importantly, these activities are not simply methods of content delivery. They create 
opportunities for participation. Learners, who enter as observers through mentorship and 
practice, develop into authors, editors, moderators, and leaders. Recognizing the importance 
of cultivating future generations of contributors, NephJC developed a formal training path-
way through the NephJC Social Media Collective, which last year, evolved into the NephJC 
Editorial Internship. Through these programs, hundreds of fellows, residents, students, and 
early-career faculty have been trained in critical appraisal, medical writing, visual abstract 
design, and digital scholarship. Many have gone on to assume leadership roles within 
NephJC and beyond. By intentionally creating opportunities for participation and mentor-
ship, the community has continually renewed and extended its educational impact beyond 
the original founders. This intentional workforce development has allowed NephJC to thrive 
where individuals have failed, by sharing the time and burden of organizing and producing a 
regular journal club.

The durability of NephJC has been tested by changes in technology consumption. As 
participation on Twitter declined, and online discourse migrated across platforms, engage-
ment shifted as well. Some activities flourished; others waned—but the community itself 
persisted. This experience highlights an important lesson for medical educators: The platform 
is not the thing. The thing is the community. Social media, podcasts, blogs, and the inevitable 
technologies of the future are merely tools to facilitate interaction among learners and experts.

Today, NephJC continues to adapt its educational offerings while remaining committed 
to its original mission of increasing free, open-access nephrology education. The specific 
formats may change, but the underlying principles remain constant: accessibility, inclusivity, 
collaboration, and the belief that learning is fundamentally social. The lesson of NephJC is 
not that medical education needs more podcasts, websites, or social media accounts. Rather, 
it demonstrates that modern medical education is most effective when it creates communities 
in which learners, teachers, researchers, and clinicians participate together. The future of 
medical education does not depend on building new platforms; it depends on building com-
munities that give purpose to those platforms. 

Anna Gaddy, MD, FASN, is an associate professor of medicine and practices nephrology at the 
Medical College of Wisconsin, Milwaukee, and is an associate editor with NephJC. Joel Topf, MD, 
is a private practice nephrologist in Detroit, MI, and an assistant clinical professor of medicine at 
Oakland University William Beaumont School of Medicine, Rochester Hills, MI. Dr. Topf is a 
founding editor-in-chief of NephJC.
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From Education to Execution:  
Lessons Learned From 10 Years of NBLU
By Cynthia Miracle and Scott Mullaney	 https://doi.org/10.62716/kn.003742026

More than 1 decade ago, those of us 
working closely with fellows noticed a 
recurring challenge. Fellows were 
graduating prepared to manage complex 

clinical conditions yet had little to no exposure to the 
business and operational realities of practice. What 
they did learn about “life after fellowship” was informal 
and unstructured. In addition, training programs 
provided only a limited, regional perspective. As a 
result, fellows often entered practice without a clear 
understanding of how careers in nephrology manifest.

This educational gap was recognized by us (C.M. 
and S.M.) in academic medicine and our collaborators 
in private practice and industry; together, we devel-
oped a week-long program attended by four fellows. 
Feedback from the fellows was overwhelmingly posi-
tive, highlighting the value of formalizing this educa-
tional activity for other fellows as well. Thus, the 
Nephrology Business Leadership University (NBLU) 
was born and has grown to educate over 70 fellows 
each year.

Designing the program
NBLU’s key objectives have been to prepare fellows for 
the challenges of transitioning from training to prac-
tice, to provide a structured introduction to topics not 
typically covered during fellowship, and to promote 
engagement in the nephrology community. We real-
ized early on that fellows graduate unaware of the 
range of career paths within nephrology, including 
opportunities in research, administration, advocacy, 
and education. The program provides exposure to 
these areas while also addressing practical topics such 
as finding a job, compensation models, and practice 
operations.

We designed a curriculum for graduating fellows’ 
experience. Other resources on practice management 
exist but are often intended for physicians already in 
practice. NBLU instead introduces foundational con-
cepts and builds toward a more comprehensive under-
standing over the course of the week.

Interactive learning has been a design cornerstone. 
As the program has grown, we have consistently 
adapted to preserve attendee engagement. We achieve 

this by using panel discussions, Q&As, game-based 
learning, and interactive workshops. In addition, fel-
lows from different training programs are organized 
into small groups—each functioning as a “private 
practice.” They collaborate throughout the week, cul-
minating in a competitive capstone project, in which 
they pitch their start-up nephrology practice to 
nephrology leaders, using key concepts learned 
throughout the week.

Embracing a continuing, evolving 
curriculum
One thing that we have learned is to be adaptable. 
Every year, feedback from participants, both in real 
time and via surveys, is collected and used to refine 
both content and format. Less effective sessions are 
modified or replaced, and new topics are introduced as 
needed. As a result, the curriculum continues to evolve 
from year to year.

The content of NBLU has also shifted to reflect 
broader changes in medicine. Early iterations included 
introductions to professional use of social media, 
which, at the time, was a relatively new skill for many 
trainees. More recently, the focus has shifted toward 
understanding social media’s evolving role. Looking 
ahead, topics such as artificial intelligence, data use, 
and changes in care delivery are becoming increasingly 
relevant and will be incorporated into the curriculum.

In parallel, there has been a shift in how trainees 
approach career planning. Issues such as workload, 
work–life integration, and long-term career sustain-
ability are now more openly discussed and are an 
important part of decision-making. NBLU has incor-
porated these themes into sessions on job selection, 
career development, and leadership.

One of the program’s strengths has been the col-
laborative environment that it creates. Fellows from 
different regions and training programs bring varied 
perspectives, allowing for comparison of practice mod-
els and institutional approaches. This exchange helps 
participants better understand the diversity within 
nephrology and the factors that influence career paths.

NBLU alumni
A key component of NBLU is to promote leadership 
and activity in our field. We are fortunate to have 
nephrology leaders join us over the course of the week 
to share their stories and struggles.

After 10 years, the impact of NBLU is evident in 
our alumni. Graduates have become program direc-
tors, division chiefs, practice leaders, and medical 
directors. In addition, they have become leaders in 
national organizations, advocacy, and public policy. 
Many alumni return to NBLU as mentors, panelists, 
and speakers, offering insights on early career deci-
sions, leadership, and the evolving landscape of medi-
cine. This peer-to-peer mentorship has become one of 
the program’s greatest strengths.

NBLU was not universally embraced at its incep-
tion. Some questioned whether trainees should devote 
time to learning about the business of nephrology or 
whether the content would benefit those pursuing 
academic careers. Others were skeptical about an edu-
cational model that combined academia, private prac-
tice, and industry. However, we believed it was 
important to invest in those who had chosen nephrol-
ogy—helping them build meaningful, sustainable 
careers. By sharing their experiences with their pro-
grams and colleagues, NBLU alumni validated our 
approach and were instrumental in our acceptance, 
growth, and evolution. We are thankful for the 
community-wide support we now have from academic 
programs, private practice leaders, industry, and soci-
ety partners (American Association of Kidney Patients, 
Renal Physicians Association, National Kidney 
Foundation, and most importantly, ASN). Each of our 
collaborators has been instrumental in making NBLU 
a success.

Lessons learned
We take several lessons from this experience. 
Nontraditional collaborations can provide a multifac-
eted perspective and offer solutions that may not have 
been possible otherwise. Also, there is value in explic-
itly addressing aspects of medical practice not tradi-
tionally included in clinical training. Educational 
programs benefit from ongoing feedback and a willing-
ness to adapt. Additionally, opportunities for interac-
tion and peer learning can be as important as formal 
content. 
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How Board Exams and Competency 
Standards Must Evolve for Modern 
Clinical Practice
By Jeffrey S. Berns, Ursula Brewster, and Rudolph A. Rodriguez	 https://doi.org/10.62716/kn.003682026

We have asked hundreds, maybe thousands, of applicants for nephrology 
fellowship why they wanted to go into nephrology, and the most common 
answer has been: renal physiology, which in reality has little to do with 
what most nephrologists experience in their daily clinical practice. 

Furthermore, the clinical practice of nephrology in 2026 is vastly different than it was just a 
few years ago. Modern nephrology is now much more than rounding in an outpatient 
hemodialysis unit, managing acute kidney injury, and prescribing an angiotensin 
converting enzyme inhibitor or an angiotensin receptor blocker for people 
living with kidney diseases or immunosuppressive agents for the rare 
person with glomerular disease. Now, nephrologists encounter 
home dialysis; understand and attend to social determinants of 
health and population health management; adapt to new pay-
ment models; and incorporate into daily practice genetics, 
new diagnostic tools, and an exploding pharmacologic 
armamentarium for diseases across the spectrum of 
nephrology. Additionally, where our knowledge is stored 
has moved from our brains and textbooks to the internet 
and more recently, artificial intelligence (AI) platforms.

Have the American Board of Internal Medicine 
(ABIM) Nephrology Certification Examination and the 
Maintenance of Certification (MOC) examination kept 
pace with these changes? Are they the proper tools for com-
petency assessment in 2026? For initial certification, the 
ABIM exam tests medical knowledge and decision-making, but 
ABIM relies on program directors to attest to other areas, such as 
communication skills, professionalism, and procedural competency. 
For continuing certification, the 10-year MOC exam and the Longitudinal 
Knowledge Assessment (LKA) evaluate medical knowledge and decision-making, 
whereas hospitals and other health organizations monitor other areas like procedural compe-
tency and clinical care metrics. The introduction of LKA as a form of continuous engage-
ment that provides immediate feedback with rationales and references is a welcome 
improvement over the traditional, once-every-10-year exam. In 2025, over 96% of nephrol-
ogy diplomates (n = 3437) met the MOC assessment requirement through LKA (1, 2). 
Fundamentally, however, both the initial certification and MOC exams test knowledge far 
more than clinical competency. Given the recent pace of change in clinical nephrology, it 
might be argued that the ABIM Nephrology Blueprints for Initial Certification and MOC 
and LKA do not reflect the complexities of modern nephrology practice (3, 4).

The time seems ripe to consider other assessment modalities to evaluate a range of clinical 
competencies, which, when used in conjunction with traditional multiple-choice exam ques-
tions, may allow for a more comprehensive appraisal of competence than multiple-choice 
exam questions alone. What might be a better competency assessment in 2026 and beyond? 
The initial certification and MOC exams’ blueprints undergo a comprehensive review about 
every 5 years—a process that includes extensive diplomate and society feedback. A more 
limited review occurs annually. Given the rapid changes in clinical nephrology recently, the 
review period interval may need to be shortened to ensure that existing content and new test 
questions reflect modern clinical practice. Furthermore, because newly graduated fellows use 
online platform resources including AI tools in their day-to-day clinical activities, testing 
their clinical reasoning and decision-making with a closed-book proctored exam may not be 
optimal to truly evaluate their clinical competence in real-life practice. Thus, assessment 
technology is being developed to test clinical decision-making in a more realistic and even 
iterative manner with a complete data set and simulated clinical settings (5, 6).

ABIM is investing in exploring emerging technologies and how they can enhance the 
future of assessments. For example, in the future, ambient AI will be ubiquitous, and with 
consent and privacy protections, the recordings of physician and patient discussions could 
be analyzed to examine communication skills and professionalism. Virtual reality glasses and 
headsets could be used to create complex, more realistic clinical scenarios for assessment 
purposes. AI-driven standardized patients could serve as a scalable, privacy-safe alternative to 
standardized patient programs for evaluating communication skills and clinical reasoning.

Given the subspecialization within the field, assessments must be tailored more to reflect 
individual nephrology practices. ABIM has developed focused versions of LKAs in some 
specialties; for example, malignant and classical hematology versions are offered with a 
greater percentage of exam content in the focused area, with the remaining content overlap-
ping with the general assessment topic areas. The nephrology community has not requested 

a focused LKA, but a concentrated review in transplant nephrology would be an obvious first 
candidate (2). For those with highly specialized practices, testing deeply rather than broadly 
and superficially is essential. We would argue that even the nephrologist whose practice is 
mostly outpatient dialysis should be assessed in greater detail within that scope of practice.

      Nephrology as a profession has been struggling with declining interest and recruit-
ment, low first-time ABIM initial certification pass rates, predicted workforce short-

ages, and a challenging practice environment (7–10). The profession must 
continue to focus on training outstanding nephrologists and maintain-

ing clinical competence among practicing nephrologists. To do this, 
board certification assessments must adapt quickly to the chang-

ing clinical landscape, new ways of practice, and technologic 
advancements. 

Jeffrey S. Berns, MD, FASN, is with the Perelman School of 
Medicine at the University of Pennsylvania and the Division 
of Renal-Electrolyte and Hypertension, The Hospital of the 
University of Pennsylvania, Philadelphia. Ursula Brewster, 
MD, FASN, is with Yale University School of Medicine, Section 

of Nephrology, New Haven, CT. Rudolph A. Rodriguez, MD, is 
with the Department of Medicine, University of Washington, and 

the Division of Nephrology, Hospital and Specialty Medicine, VA 
Puget Sound Health Care System, Seattle.
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Raising the Level 
of Training: 
Building the ITE
By Anubhav Kumar	

https://doi.org/10.62716/kn.003712026

A fundamental pillar of epistemology is that one is unable to appreciate 
knowledge gaps to which they are not exposed. Given the breadth of 
nephrology, it is impossible to fully encounter every possible renal topic in 
a 2- or 3-year fellowship. Recognizing that unstructured assessments have 

been inadequate to gauge knowledge and skill acquisition, program directors and ASN 
members worked to develop a standardized In-Training Examination (ITE) for 
nephrology fellows, which since 2009, has become an annual rite of passage for 
trainees.

In addition to assessing knowledge to which they have already been introduced, 
trainees are engaged in the ITE with concepts that they may not directly encounter 
during their fellowship (e.g., citrate anticoagulation). By confronting them with con-
cepts both familiar and not, the test identifies individual knowledge gaps, generating a 
report for fellows and program directors that can serve as a template for an improve-
ment plan prior to fellows taking the American Board of Internal Medicine certifica-
tion examination (1).

It has been the experience of many test takers to wonder, sometimes while taking 
the ITE, how the questions were created and what they are meant to assess. The process 
of developing ITE questions is involved, beginning years ahead, with experts who 
determine general content areas such as dialysis, transplant, and critical care nephrol-
ogy and who identify specific subtopics in each area that are considered high-yield for 
practicing nephrologists. Members of test-writing committees then write test questions 
based on the content areas and current literature and meet as a group to evaluate 
whether the items fit the content area and purpose.

The stem is evaluated for clarity and included information. The answer choices are 
evaluated by whether the correct and incorrect options are logically derived from the 
stem. Some questions require minor changes; others complete rewrites. The questions 
are revised until they are deemed satisfactory. Test items may pass several cycles of 
review before they are included in the actual examination; committee meetings include 
re-evaluation of older questions, either written by previous committees or included on 
previous examinations, for updating or exclusion from future test versions.

Once a question enters the official ITE, test takers involuntarily give feedback on 
the question by choosing an option choice. The proportion of test takers correctly 
answering a question generates a p-value, which provides information on how easy or 
difficult a test item was; for example, a high proportion of test takers getting the 
answer correct may reveal a question that is too easy, whereas the opposite may show 
a question that is too difficult. Such test items focus on extremes of performance, 
doing little to distinguish among the average test takers and thus are minimized and 
may be excluded from scoring and sent back to committees for revision.

Test items are also individually evaluated based on grouped trainee performance on 
the overall examination, sorting test takers into high-performing groups (HPGs) and 
low-performing groups (LPGs). If a high proportion of both groups answers an item 
incorrectly, this suggests “miskeying” or the question simply being too difficult. If a 
high proportion of test takers in the HPG answers an item correctly versus a median 
proportion in the LPG, the item may be appropriate to continue in the examination. 
It may also have good discrimination, which differentiates between test takers who 
know the content well from those who are guessing (2).

Question performance is assessed between years, as responses may change between 
testing cohorts. Hence, if a question makes it onto the examination, it may be struck 
off in a subsequent year. This allows test makers to rewrite the item to reintroduce it 
in the future, based on the statistics of the question.

Whereas the ITE may help learners identify deficiencies in their training, what rela-
tion does it have to board performance? In 2018, Norby and colleagues examined 
nephrology fellows’ scores on the ITE and their final performance on the nephrology 
certification examination. They found that the score on the ITE correlated signifi-
cantly with board passing rates (3). In 2021, McCrary et al. published a systematic 
review of the relation between specialty ITEs and board passing rates, finding a similar 
correlation but a suggesting signal that the ITEs were not identifying test takers at risk 
of failing their boards (4).

The development of ITEs and board examinations is dynamic and ongoing. As new 
findings and technologies are introduced into practice, they become included in the 
examinations. The ITE and board examinations represent opportunities to not only 
assess how far trainees have come but also to give them a road map to continue the 
journey. As the saying by Archilochus goes, “We don’t rise to the level of our expecta-
tions, we fall to the level of our training.” The standardized examinations help to raise 
the level of training, making the delta to expectations smaller and trainees more suc-
cessful. 

Anubhav Kumar, MD, is in private practice with Hypertension & Kidney Specialists, 
Lancaster, PA.

Dr. Kumar reports being a question writer for the ASN In-Training Examination.
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FELLOWS FIRST

Nephrology training programs have traditionally 
focused on educational experiences within 
academic centers that receive tertiary care refer-
rals with high acuity cases and ample resources 

to deliver patient care. Nephrology trainees in North 
America, however, are meant to serve patients distributed 
across a vast geography with substantial variation in the 
resources to deliver patient care. Failing to teach trainees 
how to best provide care outside of these academic centers 
is likely contributing to workforce shortages in more rural 
and remote areas.

For those who enter training intent on serving these communities, the onus is on the 
trainee to seek out these opportunities. However, there is value, even for those bound to work 
in academic tertiary care centers, to understand the needs and resource constraints of the 
community practices referring patients to regional centers for further care. Encouraging train-
ing in settings with high care needs and relatively lower resources has the additional benefit 
of potentially mitigating patient barriers in access to care. For instance, patients in Northern 
Ontario and the Southeast United States experience disparities in access to care that are com-
pounded by workforce shortages in these regions.

Mandating one to two community nephrology rotations toward the end of a fellow’s 
training would also help consolidate their learning, allowing them to apply their knowledge 
base in a fast-paced environment while adapting their practices to differently resourced set-
tings than the ones in which they trained. Although some may argue that asking trainees to 
spend some of their already limited fellowship in an area outside of their interest is unfair, I 
would argue that a core tenet of training is to teach fellows how to meet the needs of the 
population.

Without systematically exposing nephrology residents to varied practice settings, we may 
be disserving the population, and the trainees, who may not otherwise experience alternate 
settings in which to thrive in their career. 

Susan Jeevana Thanabalasingam, MD, is a nephrology fellow at The Ottawa Hospital and 
an MSc candidate in Epidemiology and Applied Health Research at the University of Ottawa, 
Ontario, Canada.

The author reports no conflicts of interest.

Training in nephrology in 2026 stands to be enhanced 
by routinely incorporating rotations in 

regional community settings outside academic centers. 
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Expanding Community Nephrology Exposure  
in Nephrology Training Programs
By Susan Jeevana Thanabalasingam	 https://doi.org/10.62716/kn.004042026

In July, three nephrology fellows were selected to join the ASN Kidney News Editorial Fellows program for 2-year terms: Susan 
Jeevana Thanabalasingam, MD, The Ottawa Hospital, University of Ottawa, Ontario, Canada; Priscilla Koirala, MD, Columbia 
University Irving Medical Center, New York, NY; and Samiddhi Weerasiri, MD, Duke University, Durham, NC.

As part of the application process, they were asked to write a short editorial on the topic, “Training in Nephrology 2026: What 
Can Be Changed?” We welcome Drs. Thanabalasingam, Koirala, and Weerasiri to the Kidney News editorial team and invite you 
to read their visionary editorials.

Kidney News Welcomes Editorial Fellows 

Are you a fellow and have a 
tip or idea you’d like to share 
with your fellow peers and the 
broader kidney community?
Send your idea to the ASN Kidney News Fellows 
First column at kidneynews@asn-online.org
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For David Rush, having kidney disease was like 
being stuck in a car, hurtling blindly toward a 
crash. No matter what he tried, he could not 
escape or change course. A patient advocate 

who started dialysis in his 20s, Rush initially found it 
difficult to show up regularly for dialysis because he felt 
that so much was taken from him. He was able to 
reclaim his autonomy by accepting dialysis as a way to 
strive for what mattered to him: more time for his grow-
ing family and music (1).

Literature shows that people with kidney diseases, particularly those starting dialysis, 
experience decisional conflict from insufficient information on options, feeling over-
whelmed, and lack of decision-making support (2). Practitioners skilled in making 
shared decisions can improve patient engagement (3), but there is a lack of program-
matic support designed to cultivate these skills. Patient contact in daily practice often 
does not offer structured opportunity for reflection, and formal support accelerating 
skill-building in these domains will benefit all fellows.

Modern nephrology training needs standardized inclusion of patients as educators 
to deepen communication and shared decision-making skills. This can take a variety of 
forms, including patient-led case-based learning, clinical debriefs, or speakership posi-
tions (4) to spotlight psychosocial and economic issues that patients experience related 
to their condition. Patient-important issues addressed in training can include identity 
formation in chronic illness, challenges navigating the health care system, and physical 

symptom burden. Resources like NephroTalk exist in this capacity but are not widely 
used (5).

Although we nephrologists signed up to be experts in kidney health, our patients 
did not. Learning about the patient experience of chronic illness and grounding our 
recommendations in the issues that matter to them are vital steps in making kidney 
disease, its complications, and its management accessible to our patients. 

Samiddhi Weerasiri, MD, is a first-year nephrology fellow at Duke University, Durham, NC.

The author reports no conflicts of interest.

References

	1.	 Pelaez D. Patient profile: David Rush, home dialysis patient, kidney advocate. 
aakpRENALIFE. American Association of Kidney Patients; May/June 2022:8-11. 
https://aakp.org/magazine-id-22703

	2.	 Griva K, et al. Patient-related barriers to timely dialysis access preparation: A qualita-
tive study of the perspectives of patients, family members, and health care providers. 
Kidney Med 2020; 2:29–41. doi: 10.1016/j.xkme.2019.10.011

	3.	 Saeed F, et  al. Communication principles and practices for making shared deci-
sions about renal replacement therapy: A review of the literature. Curr Opin Nephrol 
Hypertens 2021; 30:507–515. doi: 10.1097/MNH.0000000000000731

	4.	 Towle A, et al. Active patient involvement in the education of health profession-
als. Med Educ 2010; 44:64–74. doi: 10.1111/j.1365-2923.2009.03530.x

	5.	 Cohen RA, et al. NephroTalk multimodal conservative care curriculum for nephrology 
fellows. Clin J Am Soc Nephrol 2021; 16:972–979. doi: 10.2215/CJN.11770720

Contextualizing the Illness Script: Incorporating Patient 
Perspectives Into Nephrology Education
By Samiddhi Weerasiri	 https://doi.org/10.62716/kn.004062026

Nephrology training in 2026 must evolve to 
reflect where care actually happens. Despite 
advances in kidney care, fellowship educa-
tion still leans heavily on inpatient expo-

sure, leaving gaps in outpatient and longitudinal care. 
Imagine every fellow following a small panel of patients 
across settings—clinic, home, dialysis unit, and trans-
plant evaluation—as consistent physicians. Continuity, 
not just complexity, should define the curriculum.

Dialysis training also needs reformation. Education 
remains anchored in in-center hemodialysis, and home 

modalities are often secondary. For patients, these are not just “modalities” but a way 
of living. Fellows should learn to present options as narratives, aligning treatment with 
patient values. Too often, gaps in training lead fellows to seek external courses, out-
sourcing core dialysis education that should be foundational within fellowship.

Training also falls short in business and practice management. The transition to 
attending is abrupt, with little preparation in billing, documentation, or contracts. 
Many trainees seek external programs to fill these gaps. Fellowship programs should 
embed practical education in health care finance and career transitions.

Training must also embrace innovation. Tele-nephrology, remote monitoring, 
and data-driven care are transforming practices yet remain under-represented in 
education. Programs should integrate telehealth, digital tools, and opportunities for 
quality improvement and innovation.

Finally, nephrology spans life-prolonging and end-of-life care. Stronger training 
in palliative care and communication is essential, with closer collaboration across 
disciplines to guide patients through complex decisions.

Reimagining nephrology training means aligning it with reality. The time for 
change is now. 

Priscilla Koirala, MD, is a nephrology fellow at Columbia University Irving Medical Center, 
New York, NY.

The author reports no conflicts of interest.

More Than Fluids and Electrolytes: Reimagining 
Nephrology Training
By Priscilla Koirala	 https://doi.org/10.62716/kn.004052026

AI, artificial intelligence.
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Twice a year, Kidney News publishes a high-level review of US 
Food and Drug Administration (FDA) regulatory approvals, 
scientific results from industry, investments, and mergers and 
acquisitions to ensure the ASN membership is well-informed.

More than 500 data points, collected from January 1 to June 
30, 2026, generated the following analyses and summaries.

The year always starts with investors gathering in San Francisco, CA, for the 
Annual J.P. Morgan Healthcare Conference, setting the tempo for the year 
ahead. While representing only a glimpse of the landscape, ASN was excited to 
see the number of kidney companies in attendance, reflecting the changing 

dynamic in kidney care. Nephrology has seen a resurgence of innovation in the last decade, 
with a focus on kidney health and protection. In the first 6 months of 2026, three drugs were 
approved across a range of therapeutic targets: an additional pill formulation of a glucagon-
like peptide-1 (GLP-1), the first approved therapy for focal segmental glomerulosclerosis 
(FSGS), and a treatment for uncontrolled or treatment-resistant hypertension. The commu-
nity should continue to watch the news closely in quarters 3 and 4 (Q3 and Q4), as more 
products will receive FDA decisions.

January to June saw less scientific data released and fewer investments in kidney start-ups 
than previous reports, but there was continued focus on mergers and acquisitions. Companies 
such as Eli Lilly, Novo Nordisk, and Biogen are expanding their pipelines with kidney-
specific targets. In April, the Kidney Innovation Accelerator (KidneyX) announced its $4 
million EMPOWER Prize to accelerate innovative solutions focused on reducing barriers, 

Business Round-Up: Q1–Q2 2026 Activity in the 
Nephrology Industry
By Melissa West	 https://doi.org/10.62716/kn.004202026

Summary: Biologic, drug, and device approvals and label extensions

Approval Category Product Company Reference

Approval Drug Foundayo 
(orforglipron)

Eli Lilly FDA approves Lilly’s Foundayo™ (orforglipron), the only GLP-1 pill for weight loss that can be 
taken any time of day without food or water restrictions (April 1, 2026). https://investor.lilly.com/​
news-releases/news-release-details/fda-approves-lillys-foundayotm-orforglipron-only-glp-1-pill

Approval Drug FILSPARI 
(sparsentan)

Travere 
Therapeutics

Travere Therapeutics announces full FDA approval of FILSPARI® (sparsentan), the first and only 
approved medicine for FSGS (April 13, 2026). https://ir.travere.com/press-releases/news-​
details/2026/Travere-Therapeutics-Announces-Full-FDA-Approval-of-FILSPARI-sparsentan-the-First-​
and-Only-Approved-Medicine-for-FSGS/default.aspx

Approval Drug Baxfendy 
(baxdrostat)

AstraZeneca Baxfendy approved in the US as the first and only aldosterone synthase inhibitor treatment for 
adults with hypertension (May 18, 2026). https://www.astrazeneca.com/media-centre/press-​
releases/2026/Baxdrostat-MNR-2026.html

Summary: Cell therapy, drug, gene therapy, and device development

Activity Category Product Company Reference

FDA priority review Biologic Atacicept Vera Therapeutics Vera Therapeutics announces US FDA granted priority review to biologics 
license application for atacicept for treatment of adults with IgA nephropathy 
(January 7, 2026). https://ir.veratx.com/news-releases/news-release-details/​
vera-therapeutics-announces-us-fda-granted-priority-review

Phase 1/2a Gene therapy AMT-191 uniQure uniQure announces updated preliminary AMT-191 phase I/IIa data showing 
sustained increases in α-Gal A enzyme activity in patients with Fabry disease 
(February 6, 2026). https://www.uniqure.com/investors-media/press-releases

Phase 3 Biologic Povetacicept Vertex Vertex announces positive week 36 interim analysis results for primary and 
all secondary endpoints in the RAINIER phase 3 trial of povetacicept in adults 
with IgA nephropathy (March 9, 2026). https://news.vrtx.com/news-releases/​
news-release-details/vertex-announces-positive-week-36-interim-analysis-​
results

Phase 2 Drug MZE829 Maze Therapeutics Maze Therapeutics announces positive topline data from phase 2 HORIZON 
trial of MZE829 demonstrating the first clinical proof-of-concept in patients 
with broad APOL1-mediated kidney disease (March 25, 2026). https://​
ir.mazetx.com/news-releases/news-release-details/maze-therapeutics-​
announces-positive-topline-data-phase-2

FDA priority review 
 
 
 
 
Phase 3

Drug Kerendia 
(finerenone)

Bayer US FDA grants priority review for finerenone in chronic kidney disease 
associated with type 1 diabetes (May 21, 2026). https://www.bayer.com/​
media/en-us/us-fda-grants-priority-review-for-finerenone-in-chronic-kidney-​
disease-associated-with-type-1-diabetes/ 
 
Finerenone significantly reduced the risk of kidney disease progression and 
cardiovascular outcomes in broad patient populations with CKD (June 5, 
2026). https://www.bayer.com/media/en-us/finerenone-significantly-reduced-​
the-risk-of-kidney-disease-progression-and-cardiovascular-outcomes-in-broad-​
patient-populations-with-ckd/

improving outcomes, and increasing awareness to better support living kidney donors (1). As 
mentioned in the Q3–Q4 2025 Business Round-Up, a significant amount of capital is being 
spent on digital health and artificial intelligence companies, and that focus continued in 2026 
(2). With the addition of the Center for Medicare and Medicaid Innovation Advancing 
Chronic Care With Effective, Scalable Solutions (ACCESS) Model, technology-supported 
care is being incentivized and encouraged (3). And with the rich pipeline of kidney-specific 
therapies and products, it is imperative that the community advocates for the funding required 
to bring new products to market.

In February, the first Superbowl advertisement that focused on kidney diseases (“Mission: 
Detect the SOS”) aimed to raise the public’s awareness of the opportunity to protect kidney 
health and intervene earlier (4). In the backdrop of World Kidney Day on March 12th and 
several kidney disease-specific awareness days in the spring, there have been many changes in 
the federal government including FDA and the Centers for Disease Control and Prevention 
leadership, the removal of Advisory Committee on Immunization Practices and US Preventive 
Services Task Force members, and the delayed appointment of a US Surgeon General. 
Nephrology has had success with the House Ways and Means Health Subcommittee’s hearing 
on “Improving Kidney Health Through Better Prevention and Innovative Treatment” (5) and 
Texas Governor Greg Abbott’s appointment of a Chronic Kidney Disease Task Force (6).

Although this biannual report focuses on innovation and the business of nephrology, it is 
important to recognize the uncertainty within the research, regulatory, and payment ecosystem 
over the past 6 months amid proposed US federal policy and funding changes. ASN supports 
the community navigating the current climate to advance new treatments for people living 
with kidney diseases. The next Business Round-Up will be published in February 2027. By 
then, the community will have gathered for Kidney Week 2026 in Denver, CO, and the 
broader investment community will have reconvened in San Francisco for the 45th Annual J.P. 
Morgan Healthcare Conference. Check back to see what new products have been approved, 
what capital has been deployed, and how the media depicts kidney diseases to the public. 
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Melissa West is the senior director, Strategic Relations and Patient Engagement at ASN. She 
previously was the project director for the Kidney Health Initiative. With over 20 years’ experience 
working in the kidney community, Ms. West tracks the trends in business and kidney care for ASN 
Council and staff. Please contact Ms. West at ​mwest@​asn-​online.​org to share publicly available 
information that may have been missed in this article.
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Activity Category Product Company Reference

Postauthorization 
efficacy study

Drug Idefirix (imlifidase) Hansa Biopharma Hansa Biopharma reports positive efficacy and safety results from Idefirix[®] 
European post authorization study in kidney transplantation (May 27, 2026). 
https://www.hansabiopharma.com/media/press-releases/2026/hansa-​
biopharma-reports-positive-efficacy-and-safety-results-from-idefirix-european-​
post-authorization-study-in-kidney-transplantation/

Phase 3 Drug Lorundrostat Mineralys 
Therapeutics

Mineralys Therapeutics presents new data from the phase 3 Launch-HTN trial 
of lorundrostat in participants with hypertension and chronic kidney disease at 
European meeting on hypertension and cardiovascular protection (ESH 2026) 
(May 30, 2026). https://ir.mineralystx.com/news-events/press-releases/​
detail/103/mineralys-therapeutics-presents-new-data-from-the-phase-3

FDA breakthrough 
device designation 
and Total Product 
Life Cycle Advisory 
Program (TAP) 
acceptance

Device Holly system Nephrodite Nephrodite’s Holly™ implantable continuous dialysis system awarded 
selection into FDA’s TAP to accelerate development and patient access (June 
2, 2026). https://nephrodite.com/newsroom/nephrodites-holly-implantable-​
continuous-dialysis-system-awarded-selection-into-fdas-tap-to-accelerate-​
development-and-patient-access/

Phase 1/2 Cell therapy RESET-Myositis 
(evaluating rese-cel)

Cabaletta Bio Cabaletta Bio announces new rese-cel data and development updates across 
autoimmune portfolio, including encouraging early PC-free lupus findings, at 
EULAR 2026 Congress (June 3, 2026). https://www.cabalettabio.com/news-​
media/press-releases/detail/149/cabaletta-bio-announces-new-rese-cel-data-​
and-development

Phase 3 Drug VOYXACT 
(sibeprenlimab-szsi)

Otsuka Otsuka presents positive interim phase 3 VISIONARY eGFR data showing 
VOYXACT® (sibeprenlimab-szsi) preserved kidney function over 12 months in 
IgA nephropathy (IgAN) (June 4, 2026). https://www.otsuka-us.com/news/​
otsuka-presents-positive-interim-phase-3-visionary-egfr-data-showing-voyxactr-​
sibeprenlimab

Pivotal data 
retracted

Drug Tavneos Amgen Medical journal retracts Tavneos pivotal study article, complicating Amgen’s 
defense effort (June 30, 2026). https://www.fiercepharma.com/pharma/​
medical-journal-retracts-tavneos-pivotal-study-article-complicating-amgens-​
defense-effort

α-Gal A, α-galactosidase A; APOL1, apolipoprotein L1; CKD, chronic kidney disease; eGFR, estimated glomerular filtration rate; ESH, European Society of Hypertension; EULAR, 
European Alliance of Associations for Rheumatology; HTN, hypertension; IgA, immunoglobulin A; PC, preconditioning; rese-cel, resecabtagene autoleucel. 

Summary: Investments

Company Amount, $ Type Reference
R1 
Therapeutics

77.5 Million Series A R1 Therapeutics launches with oversubscribed $77.5 million Series A financing to advance first-in-class treatment 
for hyperphosphatemia in patients with chronic kidney disease (March 17, 2026). https://​r1therapeutics.com/
newsroom/press-releases/r1-therapeutics-launches-series-a

Summary: Mergers, acquisitions, and partnerships
Company Amount, $ Type Reference

Variant Bio 120 Million Strategic target 
discovery 
collaboration with 
Boehringer Ingelheim

Variant Bio announces strategic target discovery collaboration with Boehringer Ingelheim for 
kidney disease (January 6, 2026). https://www.prnewswire.com/news-releases/variant-bio-​
announces-strategic-target-discovery-collaboration-with-boehringer-ingelheim-for-kidney-disease-​
302653305.html

Biogen ~5.6 Billion Acquisition of Apellis Biogen to acquire Apellis, enhancing the company’s growth portfolio in immunology and rare 
disease, bolstering growth outlook and accelerating expansion into nephrology (March 31, 
2026). https://investors.biogen.com/news-releases/news-release-details/biogen-acquire-​
apellis-enhancing-companys-growth-portfolio

Travere Therapeutics 112.5 Million Exclusive licensing 
agreement with 
Everest Medicines

Travere Therapeutics enters into exclusive licensing agreement with Everest Medicines for 
civorebrutinib a potential best-in-class BTK inhibitor for rare kidney diseases (June 2, 2026). 
https://ir.travere.com/press-releases/news-details/2026/Travere-Therapeutics-Enters-Into-​
Exclusive-Licensing-Agreement-with-Everest-Medicines-for-Civorebrutinib-a-Potential-Best-in-Class-​
BTK-Inhibitor-for-Rare-Kidney-Diseases/default.aspx

Ascidian 1.9 Billion Global research 
collaboration with Eli 
Lilly

Ascidian and Lilly enter global research collaboration to develop RNA exon editors for 
devastating kidney diseases (June 3, 2026). https://ascidian-tx.com/wp-content/uploads/​
2026/06/Ascidian-Lilly-Partnership_Final-PR_03-June-2026.pdf

BTK, Bruton's tyrosine kinase. 
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People living with kidney diseases face unique 
health challenges including significantly ele-
vated risks for infection and subsequently 
higher rates of hospitalization and death. As 

such, vaccinations play a crucial role in protecting these 
individuals from vaccine-preventable illnesses.

Barriers to vaccine delivery include vaccine hesi-
tancy and difficult access because of logistical con-
straints and billing complexities. Partnering with 
community pharmacies has emerged as a promising 
solution for overcoming these hurdles, thereby 
improving protection against infection for this vul-
nerable kidney population.

Earlier this year, ASN’s Kidney Community 
Vaccination Collaborative (KCVC) partnered with 
Innovative Renal Care (IRC) and the Community 
Pharmacy Enhanced Services Network (CPESN) 
USA to provide clinical education on vaccines to 
patients and track the vaccination rates. IRC’s net-
work includes nearly 250 dialysis centers, over 400 
affiliated nephrologists, and a vast network of health 
system partnerships. CPESN is a clinically integrated, 
nationwide organization of pharmacy networks struc-
tured to advance community-based pharmacy 
practice.

In the pilot project, conducted in March 2026, 
two CPESN pharmacies worked with IRC to conduct 
vaccination clinics at three dialysis facilities in 
Jacksonville, FL, and Augusta, GA. A community 
pharmacist or community health worker provided 
eligible patients (Table 1) with educational informa-
tion on vaccines (Table 2) and administered vaccina-
tions on-site.

The pilot project had several benefits:

	f Trusted messengers: Expert pharmacists from 
outside the traditional dialysis team both enhance 
patient trust and improve reception to vaccination 
messaging.
	f Expanded vaccine access: Community pharmacy 
teams administer a broader range of vaccines, namely 
shingles, respiratory syncytial virus (RSV), and 
COVID-19.

	f Operational relief: The pharmacy teams manage 
stock and vaccine inventories while handling complex 
billing processes, providing relief to the dialysis staff.
	f Improved patient convenience: Providing vaccines 
on-site reduces barriers to care and enhances the 
overall patient experience.

Results and outcomes
The pilot project demonstrated several positive out-
comes (Table  3). Notably, there was a significant 
increase in patients with up-to-date vaccinations:

	f 14 Patients received shingles vaccines—a 193% 
increase with a gap closure rate of 18%.
	f 29 Patients received RSV vaccines—a 583% increase 
with a gap closure rate of 34%.

	f 28 Patients received COVID-19 vaccines—a 
1033% increase with a gap closure rate of 31%.

Community pharmacists enjoyed interacting with 
the patients on dialysis. Katie Sanford, PharmD, a phar-
macist with Panama Pharmacy, commented on this 
patient interaction aspect: “It was really rewarding for 
me to talk to patients and get to know them on a differ-
ent level than just, ‘Hey, I’m here to give you a vaccine; 
here, give me your arm.’”

Pilot study leaders at ASN, IRC, and CPESN hope 
to execute expansion of the project across additional 
IRC facilities in time for the annual fall-vaccination 
campaign, beginning in September. For more informa-
tion about KCVC, visit https://epc.asn-online.org/proj-
ects/kcvc/. 

Bonnie Freshly, MEd, CMP, and Elizabeth McNamara, MN, 
RN, are staff project managers of the Kidney Community 
Vaccination Collaborative (KCVC), Excellence in Patient 
Care, ASN. Rebecca Schmidt, DO, FASN, is with West 
Virginia University, Morgantown, and is chair of the KCVC 
Steering Committee. Jake Galdo, PharmD, RPh, MBA, is 
with Community Pharmacy Enhanced Services Network 
(CPESN) Community Health, Nashville, TN. Geoffrey 
Walker, MD, MBChB, FASN, is with Dallas Nephrology 
Associates, Dallas, TX.

The authors report no conflicts of interest.

Partnering to Improve Vaccination Rates Among 
People With Kidney Diseases
By Bonnie Freshly, Rebecca Schmidt, Elizabeth McNamara, Jake Galdo, and Geoffrey Walker	 https://doi.org/10.62716/kn.004122026

Table 2. Clinical education

Domain Number of encounters Percentage
Clinical needa 149 98.7

Vaccine safety 88 58.3

Myth 1 0.7

Stories describing impact on people who 
were not vaccinated

74 49.0

All of above 2 1.3

aPharmacists provided information on why each vaccination is applicable and relevant for the popula-
tion of patients on dialysis.

Table 3. Pharmacy engagement outcomes

Outcomes

Vaccine, No. (%)

Shingles (n = 78) RSV (n = 86) COVID-19 (n = 89)

Expressed financial barrier with 
copayment for the vaccine

14 (18) 14 (16) 14 (16)

Pharmacy administered the 
vaccine (gap closure rate)

14 (18) 29 (34) 28 (31)

Miscellaneousa 50 (64) 43 (50) 47 (53)

aExamples include those who declined vaccines due to not wanting two vaccines on 1 day, additional 
questions or hesitancy counseling requested, and need to discuss with caregivers or family.

Table 1. Patient eligibility

Patient characteristic

Vaccine, No. (%)

Shingles RSV COVID-19

Screening interventiona 141 (93) 132 (87) 138 (91)

Eligible for vaccineb 78 (55) 86 (65) 89 (64)

Up to date for vaccineb 15 (11) 6 (5) 3 (2)

Refused vaccineb 48 (34) 40 (30) 46 (33)

aOf 151 encounters.
bOf screened patients.

Want to learn even more about how changes in 
health care policy, the kidney workforce, and new 

research will affect you?

Check out Kidney News Online 
at www.kidneynews.org

Email kidneynews@asn-online.org  
to submit a brief Letter to the Editor.  
Letters will be considered for 
publication in an upcoming issue.

Do you have an opinion 
about a story published  

in Kidney News? 



Burden of Creation
 By Anil Saxena	 https://doi.org/10.62716/kn.003162026

CREATIVE CORTEX

This artwork embodies the duality of creation and vulnerability, in 
which pregnancy and kidney disease converge in a delicate balance. 
The swirling red hues symbolize maternal circulation, pulsating with 
life’s essence, yet shadowed by the strain of kidney filtration. Like the 

glomerulus tasked with sustaining two lives, the composition reflects both nour-
ishment and burden. The fluid forms whisper of hypertensive currents, protein 
leaks, and the silent fragility of gestation-related nephropathy. Yet, amid the 
turbulence, life persists—resilient, evolving.

This piece transforms pathology into poetry, illustrating how even in dys-
function, the body, much like art, adapts, endures, and nurtures beauty within 
fragility. 

Artwork by AnilzArt. Anil Saxena, MD, is a digital artist based in Dubai, United Arab Emirates. His abstract artwork 
blends trained medical expertise with vibrant color palettes, creating visually captivating landscapes of human identity and 
transformation. Saxena’s work has been exhibited internationally and featured on the covers of medical journals.
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 The Wave of Pediatric Clinical Trials Is Here—Steps 

Toward Success: Pediatric Clinical Trials Boot Camps 
Fill Critical Gaps in Trial Readiness
By Angel Morales, Laurel Damashek, Barbara Gillespie, and Myda Khalid	 https://doi.org/10.62716/kn.003852026

The landscape of rare kidney disease treat-
ment is evolving rapidly, with innovative 
therapies entering clinical phases at an 
unprecedented pace. Comparing the 

years 2003 to 2012 with 2013 to 2022, there has 
been a 283% increase in observational studies and a 
93% increase in interventional studies in rare kidney 
diseases (1). Although many studies are adult trials, 
there is a trend toward expansion into the pediatric 
domain. This is great news for the youngest patients, 
who have few approved treatments. Children are a 
particularly vulnerable population, and given a lon-
ger expected remaining lifespan than adults after 
diagnosis, their burden of kidney disease is signifi-
cant. Therefore, their inclusion in clinical trials is 
paramount. Unfortunately, pediatric trial data in 
kidney diseases face a 13-year lag when compared 
with adult data (2).

The need for experienced, trial-ready sites with 
pediatric nephrologists who are accomplished in suc-
cessful clinical trial execution has never been more 
urgent. To bridge this gap, a new program of clinical 
trials boot camps has been launched by the 
International Society of Glomerular Disease (ISGD) 
in collaboration with other pediatric nephrology 
stakeholders (Table).

Over the course of half of a day, the boot camps 
convene experienced trialists, study coordinators, 
and industry representatives to present a series of 

talks and multidisciplinary panels to junior faculty 
with the following goals:

	f creating and empowering next-generation 
investigators: providing practical tools needed to 
begin a career in clinical trials
	f demystifying the process: breaking down the 
complexities of becoming a qualified trial site
	f shifting the culture: integrating clinical trial 
participation into standard patient care

Additionally, the boot camps incorporate dedi-
cated networking time, providing opportunities to 
meet with senior faculty and facilitating space for 
critical connections and peer-to-peer knowledge 
sharing.

Data collected from participants confirmed that 
there was a desire for additional formal training 
related to clinical trial-oriented work and research. 
After the boot camps, participants reported an 
increased inclination to get involved in clinical trials 
moving forward, with multiple participants wanting 
to engage in post-event actions such as taking “steps 

toward becoming a subinvestigator” and “[getting] 
more information on available trials and [getting] 
involved.” The impact of the boot camp was best 
described by one of the first-year fellows in atten-
dance: “This boot camp turned abstract research 
concepts and complex terminology into tangible, 
actionable steps. It allowed me to tailor these tools to 
my own research goals, helping me contribute mean-
ingfully to our global fund of medical knowledge.”

The successful kickoff of the global program has 
led to its expansion, with two more pediatric boot 
camps planned for this year, including one in Latin 
America, which bears a high burden of disease (3) yet 
lags in participation of chronic kidney disease trials 
(4). In 2027, boot camps are being planned in Asia, 
the United States, and other regions. Furthermore, 
the program has grown to encompass adult nephrol-
ogy as well.

ISGD appreciates the support of sponsors, as well 
as the volunteer efforts of the incredible global faculty 
of nephrologists and clinical trial operational experts. 
More information on the program is available at 
https://www.is-gd.org/clinical-trials-bootcamps. 

Angel Morales, MPH, is the associate director of strategic 
projects and partnerships; Laurel Damashek, MA, is 
the chief operations officer; and Barbara Gillespie, MD, 
MMS, FASN, is the chief medical and strategy officer of 
the International Society of Glomerular Disease, Florence, 
MA. Ms. Damashek and Dr. Gillespie, who is an adjunct 
professor at the University of North Carolina at Chapel 
Hill, are members of the NephCure Board of Directors. 
Myda Khalid, MD, FASN, is an associate professor of 
clinical pediatrics at Riley Hospital for Children at Indiana 
University (IU) Health, IU School of Medicine, where she 
serves as the director of the Clinical Research Program in 
Pediatric Nephrology and the associate vice chair of clinical 
trials in the Department of Pediatrics, Indianapolis. Dr. 
Khalid is a board member of the Pediatric Nephrology 
Research Consortium and cochair of the NephCure IgAN 
Alliance.

The authors report no conflicts of interest.
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Table. ISGD clinical trials boot camps past and future

ISGD boot camp collaborator and host Date Location

European Society for Paediatric Nephrology Congress October 2025 Athens, Greece

Pediatric Nephrology Research Consortium Meeting March 2026 Miami, Florida

Renal Physicians Association Meeting (adult focused) April 2026 Atlanta, Georgia

European Society for Paediatric Nephrology Congress September 2026 Bordeaux, France

Asociación Latinoamericana de Nefrología Pediátrica October 2026 Mar del Plata, 
Argentina

Participants of the 2025 clinical trials boot camp 
(European Society for Paediatric Nephrology, Ath-
ens, Greece) listen to the “It Takes a Village” panel 
discussion, led by Jule Pinter, MD, MSc, along with 
panelists Aditi Sinha, MD, PhD; Matko Marlais, 
MSc, MBBS, FRCPCH, FHEA; Jennifer McKenzie, 
MD, FAAP; and Ashwini Roy-Chaudhury, MPH.

Pediatric Lead Myda Khalid, MD, FASN, opens the 
2026 ISGD clinical trials boot camp at the Ameri-
can Society of Pediatric Nephrology-Pediatric Ne-
phrology Research Consortium Fellows Workshop.
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        Findings

Biopsy Shows High Rate of 
Nondiabetic Kidney Disease 
in Patients With Diabetes

https://doi.org/10.62716/kn.003922026

Many patients with diabetes, who are undergoing 
kidney biopsy, are found to have nondiabetic kidney 
disease (NDKD)—a finding affected by a range of 
demographic and clinical factors, reports a study in 
Kidney International.

The researchers analyzed clinical and pathologic 
data on 49,075 patients with diabetes who under-
went native kidney biopsy between 2001 and 2024. 
Factors associated with a biopsy finding of NDKD 
were analyzed, along with the impact on progression 
to kidney failure.

The overall rate of NDKD on kidney biopsy was 
58.8%: NDKD alone in 35.9% of patients and 
NDKD in addition to diabetic nephropathy (DN) 
in 22.9%. Acute tubular injury was the most com-
mon NDKD diagnosis, followed by acute interstitial 
nephritis, proliferative glomerulonephritis, immu-
noglobulin A nephropathy, and crescentic 
glomerulonephritis.

Among patients with DN, an NDKD diagnosis 
was more likely for those with acute kidney injury or 
acute nephritic syndrome. The prevalence of NDKD 
was higher in patients under aged 30 years, as well as 
those aged 60 years or older. Patients with higher 
chronicity parameters on biopsy were less likely to 
have NDKD diagnoses.

Progression to kidney failure occurred in 34.76% 
of patients with DN alone, 25.05% with DN plus 
NDKD, and 18.27% with NDKD alone. The pres-
ence of DN alone was associated with more than a 
twofold increase in kidney failure risk (hazard ratio, 
2.56).

This large cohort study finds a high rate of 
NDKD diagnoses among patients with diabetes 
undergoing kidney biopsy, alone or in addition to 
DN. The researchers discuss the wide range of 
NDKD diagnoses made by kidney biopsy as well as 
patient and clinical characteristics associated with a 
higher or lower rate of NDKD. The authors con-
clude, “Given the overall variability of the outcome of 
a given biopsy and the wide array of NDKDs found, 
the renal biopsy will remain a critical tool in the care 
of [patients with diabetes] with signs and/or symp-
toms unexpected for the typical course of diabetic 
kidney disease” [Caza TN, et al. Clinical and histo-
logic predictors of non-diabetic kidney disease in 
patients with diabetes mellitus. Kidney Int, published 
online April 23, 2026. doi: 10.1016/j.
kint.2026.03.015]. 

APOL1 Genotype May Affect Risk After Living 
Kidney Donation

https://doi.org/10.62716/kn.004132026

For Black living kidney donors, the apolipoprotein L1 
(APOL1) genotype may influence the long-term risk of 
reduced kidney function, reports a study in JAMA 
Internal Medicine.

Using the Scientific Registry of Transplant 
Recipients, the researchers identified Black and White 
living kidney donors in the United States who donated 
from 2000 through 2008. At a median follow-up of 
18.5 years after donation, enrolled participants under-
went home-based research visits including providing 
blood samples for determination of the APOL1 geno-
type. High-risk genotypes—defined as the presence of 
G1 and/or G2 variants—were evaluated for association 
with decreased kidney function.

The analysis included 445 Black (mean age, 38 
years) and 208 White (mean age, 44 years) living kid-
ney donors. About two-thirds of donors in both racial 
groups were women. High-risk APOL1 genotypes were 
found in 15.3% of Black donors.

Seven percent of participants met the primary out-
come for decreased kidney function: an estimated glo-
merular filtration rate (eGFR) less than 45 mL/
min/1.73 m2. This outcome was more likely for Black 
donors with high-risk APOL1 genotypes: relative risk, 
2.31 compared with those without high-risk genotypes 

and relative risk, 1.91 after adjustment for predonation 
eGFR. Black donors with high-risk genotypes were also 
more likely to have a follow-up eGFR of less than 60 
mL/min/1.73 m2 and a urine albumin-to-creatinine 
ratio of 300 mg/g or greater.

Previous studies have reported that Black living 
kidney donors with APOL1 genotypes are at very high 
risk of developing kidney failure after donation. The 
new analysis finds a twofold increase in the long-term 
risk of eGFR less than 45 mL/min/1.73 m2, even after 
adjustment for predonation eGFR.

The findings suggest that all Black individuals being 
evaluated as potential living kidney donors should 
undergo APOL1 genotyping, the researchers believe. 
“[A] high-risk genotype should not necessarily preclude 
donation,” they add. “Knowledge of a candidate’s 
APOL1 genotype allows better risk stratification, which 
transplant centers and donor candidates can consider as 
part of the candidate’s overall risk profile within shared 
decision-making to determine whether the integrated 
risk falls within an acceptable threshold” [Hsu C-y, et 
al.; Long-Term Kidney Transplantation Outcomes 
Network (APOLLO) Consortium. Apolipoprotein L1 
gene genotype and kidney outcomes after living kidney 
donation. JAMA Intern Med, published online June 22, 
2026. doi: 10.1001/jamainternmed.2026.0996]. 

Obinutuzumab Superior to Tacrolimus for PMN

https://doi.org/10.62716/kn.004142026

For patients with primary membranous nephropa-
thy (PMN), the anti-CD20 monoclonal antibody 
obinutuzumab achieves a higher clinical remission 
rate compared with tacrolimus, concludes a ran-
domized trial in The New England Journal of 
Medicine.

The MAJESTY trial (NCT04629248) included 
142 adults with PMN, enrolled at 49 sites in 11 coun-
tries. Participants were randomly assigned to treatment 
with intravenous obinutuzumab or oral tacrolimus. 
The mean age was 49.9 years in the obinutuzumab 
group and 52.6 years in the tacrolimus group; two-
thirds of patients were men. The primary study out-
come was complete remission, defined as a urinary 
protein-to-creatine ratio of 0.3 or less and a stable 
estimated glomerular filtration rate (eGFR).

At 104 weeks, the complete remission rate was 37% 
with obinutuzumab versus 6% with tacrolimus. 
Obinutuzumab was also superior in terms of complete 
or partial remission at 104 weeks and complete remis-
sion at 76 weeks. Sustained reduction of eGFR showed 
no significant treatment effect.

Grade 3 or higher adverse events occurred in 22% 
of patients with obinutuzumab and 19% with tacroli-
mus, with serious adverse rates of 17% and 14%, 
respectively. Infection and serious infection rates were 

similar between groups. Infusion-related adverse drug 
reactions occurred in 38% of patients in the obinutu-
zumab group; neutropenia and grade 3 or higher infec-
tions occurred in 4% with both treatments. One 
patient in each group died during escape therapy, with 
no deaths during open-label treatment.

Various immunosuppressive therapies are effective 
in PMN but have significant nephrotoxic and other 
adverse effects. Obinutuzumab, a type II anti-CD20 
antibody, has shown efficacy in hematologic cancers 
and autoimmune diseases.

The MAJESTY trial finds a substantially higher 
clinical remission rate with obinutuzumab in patients 
with PMN compared with immunosuppressive ther-
apy with tacrolimus. Earlier onset of complete remis-
sion with obinutuzumab “may be due to the earlier 
and greater effects on the reduction of anti-PLA2R 
[phospholipase A2 receptor] that was seen in this 
trial,” the researchers write. They plan a 2-year fol-
low-up study to evaluate the durability of response 
and long-term safety [Fervenza FC, et al.; MAJESTY 
Trial Investigators. Obinutuzumab or tacrolimus in 
primary membranous nephropathy. N Engl J Med, 
published online June 5, 2026. doi: 10.1056/
NEJMoa2602678]. 
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High Rates of CKM Risks and Progression in Hispanic Americans

https://doi.org/10.62716/kn.004152026

Eighty percent of Hispanic or Latino adults in the 
United States have risk factors for cardiovascular-
kidney-metabolic (CKM) syndrome, with a high risk of 
disease progression during long-term follow-up, reports 
a study in CJASN.

The prospective analysis included 16,415 Hispanic 
or Latino adults (aged 18–74 years) from four com-
munities who were enrolled in the Hispanic 
Community Health Study/Study of Latinos. In 2008 
to 2011 and 2014 to 2017, participants underwent 
detailed clinical assessments focusing on CKM risk 
factors, chronic kidney disease (CKD), and cardiovas-
cular disease (CVD). The median age at the first visit 
was 41 years.

Based on American Heart Association criteria, CKM 
risk status was classified as stage 0, no CKM risk factors; 
stage 1, excess or dysfunctional adiposity; stage 2, meta-
bolic risk factors or CKD; stage 3, subclinical CVD or 
risk factors; or stage 4, clinical CVD. Progression of 
CKM stage from the first to the second examination was 
assessed in 11,178 individuals.

At the first examination, only 10.6% of partici-
pants had no CKM risk factors. Age-standardized 
prevalence of CKM risks was 26.1% for stage 1, 
50.6% for stage 2, 2.4% for stage 3, and 10.3% for 

stage 4. Men had higher CKM risk stages than 
women, and Cuban or Puerto Rican participants 
had higher stages than other Hispanic or Latino 
groups.

At an average 6 years’ follow-up, CKM risk stage 
decreased for 10.3% of participants and increased for 
21.5%. Rates of regression to a lower stage were 6.6% 
for patients initially in stage 1, 15.5% in stage 2, and 
27.6% in stage 3. Progression to a higher stage 
occurred in 53.3% of patients initially in stage 0, 
41.9% in stage 1, 8.8% in stage 2, and 20.2% in stage 
3. Patients in CKM stage 3 or 4 at the initial exami-
nation were more likely to have worsening of kidney 
function.

Patients with CKM risk factors are at increased 
risk of CVD, kidney failure, and death. The new 
study addresses a gap in knowledge regarding the 
prevalence and progression of CKM stages in the 
large and diverse Hispanic or Latino population in 
the United States.

The findings suggest that 80% of Hispanic or Latino 
adults have CKM risk factors or risk equivalents of sub-
clinical CVD, with 20% progressing to a higher stage 
during 6 years’ follow-up. The findings “underscore the 
substantial burden of CKM risk factors in Hispanic/

Latino adults and highlight the importance of early 
identification and intervention to prevent CKM pro-
gression,” the researchers write. They call for “integrated 
management guidelines for CKM syndrome to prevent 
progression and improve kidney and cardiovascular out-
comes across Hispanic/Latino communities” [Kondeti P, 
et al. Progression of cardiovascular-kidney-metabolic 
syndrome among Hispanics/Latinos in the United 
States: The Hispanic Community Health Study/Study 
of Latinos (HCHS/SOL). Clin J Am Soc Nephrol, pub-
lished online June 12, 2026. doi: 10.2215/
CJN.0000001088]. 
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BAFF activates and APRIL differentiates 
uncontrolled B cells, propelling kidney damage1 

In lgA nephropathy, 

LEARN HOW BAFF AND APRIL FUEL THE OVERPRODUCTION OF Gd-IgA1 AND AUTOANTIBODIES, 
WHICH FORM PATHOGENIC IMMUNE COMPLEXES IN IgA NEPHROPATHY1-3 

References: 1. Cheung CK, et al. Front Nephrol. 2024;3:1346769. doi:10.3389/fneph.2023.1346769 2. Kwon CS, et al. J Health 
Econ Outcomes Res. 2021;8(2):36-45. 3. Suzuki H, Novak J. J Clin Med. 2024;13(15):4495. doi:10.3390/jcm1315449550  
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APRIL, a proliferation-inducing ligand; BAFF, B cell activating factor; Gd-IgA1, galactose-deficient immunoglobulin A1; IgA, immunoglobulin A.

It begins with BAFF, 
then APRIL 
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