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SPECIAL ARTICLE

Proteinuria as a Surrogate Outcome in CKD: Report of a Scientific
Workshop Sponsored by the National Kidney Foundation and the US
Food and Drug Administration

Andrew S. Levey, MO," Daniel Cattran, MO,” Aaron Friedman, MO, W. Greg Mer, PhD.*
John Sedor, MO,” Katherine Tuttle, 1D, Bertram Kasiske, MO,” and Thomas Hostetter, MO®

Changes in proteinuria have been suggested 3s a surogate outcome for Kidney disease
progression Lo facilzate the conduct of chnical triats. This ropOn SUMMAIIZES @ WOrShop SPONSONed
by the National Kidney Foundasion and US Food and Drug Administraton (FDA) with the following
goals: (1) 10 evaluale the sirengihs and imitalions of criteda for assessment of proteinuria &s &
potential surrogate end point for clinical trials in chronic kidney disease (CKD), (2) 10 explore the
strengihs and lmitations of avalabie Cata for profeinuria a3 & polential surrogate end poini, and (3)
10 delineate what more needs 1o be done 1o evakuste proteinuria as o potential surrogets end point
We review the Importance of proleinuria in CKD, Including the concoptual model for CKD,
measurement of proteinuria and albuminueia, and epidemiclogical characteristics of albuminura in
the United States. We discuss surrogate end points in clical trials of drug therapy, inchuding criteda
for drug approval, the definiion of & surTogate end point, and critera 1or EvalVABON Of SUITCRACY
based on biokogical plausidilly, epidemioiogical characteristics, and ciinical trals. Next, the repont
Sunmaczes dats for oroteinuda a3 8 potential sureogate outcome in 3 Deodd Cheical 3033 eany
diabetic kidney disease. NOPHYOSC SYNGrOMe. 6nd Jiseases with miki o moderate proteinuria. We
Trchade Wil & 5y RS T3 1o eREaTEs 157 TR TesEare % Gresan time.
there appears 10 be sulficient evidence 1o recommend changes in proleinurie 8s & surrogate for
Kidrwy disease progression in only selected circumstances. Furiher research Is nocded to define
adcticoal conicats io which chacoes 10 Qroleious 2o exoecled Io oredi eaimers ollect, We
recommend collaboralion among many Groups, Inchuding academia, industry, the FOA, and the
National Insttuies of Hea'th, 10 $haro dala from past and future studes

54205 Dy the National Kicewy Fourxsation, inc
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