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A b s t r a c t      

B a c k g r o u n d  a n d  o b j e c t i v e s                          Ep idem io lo g ic  s tud ies  s ugges t that h igher s erum
pho s phatu ric  ho rm o ne f ib ro b las t g ro w th  fac to r 23  lev els  are as s o c iated  w ith
inc reas e m o rb id ity  and  m o rta lity . The a im  o f the FGF23  Reduc tio n  E ff ic ac y  o f  a
N ew  Pho s phate Binder in  C KD  Tria l w as  to  ev a luate the effec t o f  s ev elam er
c arbo nate o n  s erum  C - term inal f ib ro b las t g ro w th  fac to r 23  lev els  in
no rm o pho s phatem ic  patien ts  w ith  C KD  s tage 3b/4 .

D e s i g n ,  s e t t i n g ,  p a r t i c i p a n t s ,  &  m e a s u r e m e n t s                                              Patien ts  w ith  C KD , eGFR
betw een  45  and  15  m l/m in  per 1 .73  m 2, fas t ing  s erum  pho s phate c o nc en trat io n
> 3.1  m g/d l, and  s erum  C - term inal f ib ro b las t g ro w th  fac to r 23  > 80 re lat iv e
u n i t s / m l w ere in c luded  in  o u r do ub le- b lind , p lac ebo - c o n tro lled , rando m ized
m u lt ic en ter s tudy . A ll patien ts  rec eiv ed  100 ,000  IU  c ho lec a lc ifero l at t im e o f
rando m izatio n . Part ic ipan ts  rec eiv ed  e ither p lac ebo  o r s evelam er c arbo nate 4 .8  g
daily  du ring  a  12- w eek  perio d . Bio lo g ic  param eters , in c lud ing  s erum  C - term inal
f ib ro b las t g ro w th  fac to r 23 , in tac t f ib ro b las t g ro w th  fac to r 23 , and  α- k lo tho , w ere
ev a luated  at bas eline and  12  w eek s  after in c lu s io n .

R e s u l t s        O f 96  s c reened  patien ts , 78  (m ean± SD  age: 63± 13 years  o ld ; 70%  m en ;
m ean  eGFR : 27± 9 m l/m in  per 1 .73  m 2) m et the in c lu s io n  c riteria . A t bas eline,
m ean  eGFR  w as  27± 9 m l/m in  per 1 .73  m 2, m ean  s erum  pho s phate lev el w as
3 .8± 0.5  m g/d l, and  m ed ian  (in terquart i le  range) s erum  C - term inal f ib ro b las t
g ro w th  fac to r 23  lev el w as  157  (120– 241) re lat iv e un its /m l. A fter 12  w eek s  o f
treatm en t, u rinary  pho s phate- to - c reatin ine rat io  fe ll s ign if ic an tly  in  the
s evelam er g ro up . The s evelam er and  p lac ebo  g ro ups  d id  no t d if fer s ign if ic an tly  in
term s  o f m ed ian  c hange in  s erum  C - term inal f ib ro b las t g ro w th  fac to r 23  lev els :
the m ed ian  (in terquart i le  range) c hange w as  38  (− 13– 114) re lat iv e un its /m l in  the
p lac ebo  g ro up  and  37  (− 1– 101) re lat iv e un its /m l in  the s ev elam er g ro up  (P= 0.77 ).
There w as  no  s ign if ic an t d if ferenc e in  s erum  in tac t f ib ro b las t g ro w th  fac to r 23 ,
α- k lo tho , o r pho s phate lev els  c hanges  betw een  the tw o  g ro ups . Serum  to ta l and
LD L  c ho les tero l lev els  fe ll s ign if ic an tly  in  the s ev elam er g ro up .

C o n c l u s i o n s            In  o u r do ub le- b lind , p lac ebo - c o n tro lled , rando m ized  s tudy
perfo rm ed  in  no rm o pho s phatem ic  patien ts  w ith  C KD , a  12- w eek  c o u rs e o f
s evelam er c arbo nate s ign if ic an tly  reduc ed  pho s phatu ria  w itho u t c hang ing  s erum
pho s pho rus  bu t d id  no t s ign if ic an tly  m o d ify  s erum  C - term inal f ib ro b las t g ro w th
fac to r 23  and  in tac t f ib ro b las t g ro w th  fac to r 23  o r α- k lo tho  lev els .
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