
Nefecon effect on quality of life in patients with IgAN: SF-36 results from the 
Phase 3 NefIgArd trial

Jonathan Barratt,1 Jens Kristensen,2 Andrew Stone,3 Jürgen Floege,4 Vladimír Tesař,5 Hernán Trimarchi,6 Hong Zhang,7 Necmi Eren,8 Alexander Paliege,9

Heather N. Reich,10 Brad H. Rovin,11 and Richard Lafayette,12 on behalf of the NefIgArd trial investigators
1College of Medicine Biological Sciences and Psychology, University of Leicester, Leicester, UK; 2Calliditas Therapeutics AB, Stockholm, Sweden; 3Stone Biostatistics Ltd., Crewe, UK; 4Department of Nephrology and Clinical 

Immunology, Rheinisch Westfälische Technische Hochschule Aachen University Hospital, Aachen, Germany; 5Department of Nephrology, First Faculty of Medicine and General University Hospital, Charles University, Prague, 
Czech Republic; 6Nephrology Service, Hospital Británico de Buenos Aires, Buenos Aires, Argentina; 7Renal Division, Peking University First Hospital, Peking University Institute of Nephrology, Beijing, China; 8Department of 

Nephrology, Kocaeli University, Kocaeli, Turkey; 9Division of Nephrology, Department of Internal Medicine III, University Hospital Carl Gustav Carus, Technische Universität Dresden, Dresden, Germany; 10Division of Nephrology, 
University Health Network, Department of Medicine, University of Toronto, Toronto, ON, Canada; 11Division of Nephrology, The Ohio State University Wexner Medical Center, Columbus, OH, USA; 12Division of Nephrology, 

Department of Medicine, Stanford University, Stanford, CA, USA

Scan to view Nefecon 
presentations, posters, 

and materials

METHODS

INTRODUCTION
• IgAN is a chronic immune-mediated disease with significant patient burden,1 underscoring the need for disease-modifying therapies that prevent kidney function decline
• Nefecon is a novel, oral, targeted-release capsule formulation of budesonide, designed to treat IgAN by reducing Gd-IgA1 antibody production at the Peyer’s patch–rich distal ileum1

• Nefecon is approved for use by the FDA to reduce the loss of kidney function in adult patients with primary IgAN at risk of rapid disease progression irrespective of proteinuria levels, 
whereas the EMA has an additional requirement of a UPCR ≥1.5 g/g2,3 

• Previously published results from the 2-year global NefIgArd trial demonstrated that treatment with Nefecon 16 mg/day for 9 months was associated with a significant reduction in
time-weighted average change in eGFR over 2 years of 5.1 mL/min/1.73 m2 versus placebo, and a significant 30% reduction in UPCR at 9 months and a 50% reduction at 12 months 
versus placebo1

• Here, we present the 2-year results of QoL analyses based on SF-36 assessments at 9 and 24 months

CONCLUSIONS

• SF-36 scores were similar between groups at baseline across all QoL domains
• No clinically meaningful worsening or improvement in QoL measurements was observed at any timepoint, with SF-36 scores remaining consistent 

after 15 months of off-drug observational follow-up
• These findings further support the benefit/risk profile of Nefecon, demonstrating that 9 months of treatment with Nefecon 16 mg/day did not result in 

changes in QoL at any measure, while providing significant benefit in preserving kidney function 

1. Lafayette R, et al. Lancet 2023;402:859-870. 2. Calliditas Therapeutics AB. Tarpeyo (Nefecon) US PI. 2023. 3. STADA Arzneimittel. Kinpeygo (Nefecon) SmPC.2023.  
4. RAND Corporation. https://www.rand.org/health-care/surveys_tools/mos/36-item-short-form/scoring.html. Accessed February 2, 2024. 
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RESULTS

QR

• NefIgArd was a global, double-blind, randomized, placebo-controlled Phase 3 trial including patients with primary IgAN despite optimized renin–angiotensin system inhibition1

• Eligibility criteria included biopsy-confirmed primary IgAN, persistent proteinuria (UPCR ≥0.8 g/g or proteinuria ≥1 g/24 h in two consecutive measurements of the same parameter 
over ≥2 weeks), and an eGFR of 35-90 mL/min/1.73 m2 estimated with the Chronic Kidney Disease Epidemiology Collaboration 2009 formula1

• Patients received a 9-month treatment course of Nefecon 16 mg/day or placebo in addition to optimized supportive care, followed by a 15-month, off-drug observational period1

• The SF-36 QoL questionnaire contains 36 questions, each of which are grouped into one of eight subscales: physical functioning, role limitations due to physical health, bodily pain, 
general health perceptions, vitality, social functioning, role limitations due to emotional problems, and mental health. Final scores for each subscale range from 0 to 100, with a higher 
score indicating better health and QoL4

• The mean re-coded scores for each of the eight subscales and overall physical and mental health component scores were summarized at baseline, 9 months, and 24 months
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F) Role physical
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Figure 1: Box and whisker plots representing the SF-36 scores for QoL domains (A-H) and component scores (I-J) at baseline, Month 9, and Month 24 for Nefecon 16 mg versus placebo

Final SF-36 scores for each QoL domain or component summary range from 0 to 100, with a higher score indicating better health and QoL4 

Mean represented by the cross; median represented by the middle line; IQR represented by the box; maximum and minimum by the whiskers.
The full analysis set comprised 364 patients. *Baseline is defined as the last measurement prior to the first dose of study drug. For placebo, n=176 for general health, physical functioning, role emotional, and role physical scores and n=177 for other scores; n=177 for Nefecon 16 mg.†n=170 for placebo 
and n=170 for Nefecon 16 mg (n=169 for mental component summary, mental health, physical component summary, and vitality). ‡n=164 for placebo and n=159 for Nefecon 16 mg. 
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I) Mental component summary 
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C) Mental health
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J) Physical component summary 
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D) Physical functioning
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E) Role emotional
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H) Vitality
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