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Wha t  i s  c l a i me d  i s:  

 

1.  Use  of a  m a st  ce l l  m odulat or for t he  ma nufa c t ure  of a  m e di ca me nt  for t rea ti ng 

a n i nfe c ti ous di sea se  cha ra c te ri ze d  by  a  pa t hol ogy  t ha t  i nvol ve s  he m orrha gi ng  or  pa t hol ogi c a l  

va sc ul a r  l e aka ge , whe rei n t he  i nfe ct i ous di se a se  i s cha rac t e ri ze d by t he  pre se nc e  of :  

a t  l ea st  one  bi om a rke r  c hym a se  i n a  sa m ple  from  a  subj e ct  ha vi ng t he  i nfe ct i ous di se a se  a t  

a  l e ve l  gre at e r  t ha n  a  re fe re nc e  le ve l  of  t he  at  le a st  one  bi om a rke r  c hym a se ;  whe re i n t he  

m a st  ce ll  m odul at or i s se lec t e d from  t he  group c onsi st i ng of a  l e ukot ri e ne  a nt a goni st , a  

pl a te le t  ac ti va t i ng fa c t or inhi bi t or, a  prot ea se  i nhi bitor, a  VE GF i nhi bi t or, a  prost a gl a ndi n 

i nhi bit or, a  he pa ri n i nhi bitor, a nd a  m a st  c el l  sta bil i ze r;  a nd  whe rei n t he  i nfe ct ious di se a se  i s 

a  vi ra l  hem orrha gi c  fe ve r.   

2.  T he  use  of  c l ai m  1 ,  whe rei n  t he  c h y m a s e  re fe re nc e  l e ve l  of  t he  at  l ea st  

one  bi om a rke r  i s  t he  l e ve l  of t he  a t  l ea st  one  bi omarke r  c h y m a s e  i n  a  c ont rol  sa m pl e .  

3.  T he  use  of  c l a im  2 , whe rei n  t he  cont rol  sa m ple  i s  a  sa m pl e  from  a  hea lt hy  

pa t ie nt ,  a  pat ie nt  ha vi ng  t he  mi l d  form  of  t he  i nfe c ti ous  di se a se ,  or  a  pa ti e nt  ha vi ng  t he  

se ve re  form  of  t he  i nfe c tious  di se a se .  

4.  T he  use  of  c l ai m  3 ,  whe rei n  t he  cont rol  sa m ple  i s  a  sa m pl e  from  a  he al t hy pa t i e nt .  

5.  T he  use  of c l ai m  4 , whe rei n t he  re fe re nc e  le ve l  i s about  0.18 ng/ m L t o a bout  0.5 

ng/ m L.  

6.  T he  use  of c l ai m  3 , whe rei n t he  c ontrol  sam ple  i s a  sa m ple  from  a  pa t ie nt  ha vi ng t he  

m i l d form  of t he  i nfe c t i ous di se a se .  

7.  T h e  u se  o f  cl ai m  6 ,  w h e r ei n  t h e  re f er en ce  l ev el  i s  ab o u t  0 . 8  n g / m L  t o  ab o u t  6.0  

ng/ m L.  

8.  T he  use  of  c l ai m  3 ,  whe re i n  t he  c ontrol  sa mpl e  i s  a  sa m ple  from  a  pat i ent  

ha vi ng  t he  se ve re  form  o f  t he  i nfe ct i ous  di se a se .  

9.  T he  use  of  c l ai m  8 ,  whe re i n  t he  re fe re nce  l e ve l  i s  gre a t e r  t ha n a bout  6.0 ng/m L.  

1 0.  T h e  u se  o f  cl ai m  3 ,  w h e r ei n  t h e  l e v el  o f  t h e  a t  l ea s t  o n e  b i o m a rk er  c h y m a s e  i s  

a t  l ea st  t wo  t im e s  gre at e r  t ha n  the  l e ve l  of  t he  at  l ea st  one  bi om a rke r  c h y m a s e  i n t he  c ont rol  

sa m ple ,  whe rei n  t he  c ont rol  sa m ple  i s  from  a  he a lth y  pa t i e nt .  

1 1.  Use  of a  m a st  ce l l  m odulat or for t he  ma nufa c t ure  of a  m e di ca me nt  for t rea ti ng a n 
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i nfe c t i ous di se a se  c ha ra ct eri ze d  by  a  pa t hol ogy  t ha t  i nvol ve s  he m orrha gi ng  or  pa t hologi c a l  

va sc ul a r  l e aka ge , whe rei n t he  mi l d form  of t he  i nfe ct i ous di sea se  i s c ha ra c te ri ze d b y t he  pre se nce  

of a t  l e a st  one  bi oma rke r  ch ym a se  i n a  sam ple  from  a  subj ec t  ha vi ng t he  i nfe c ti ous di se a se  a t  a  

l e ve l  gre a te r a  fi rst  re fe re nc e  le ve l  of t he  at  le a st  one  bi om arke r  c hym a se  a nd a t a  l e ve l  l e ss t ha n a  

se c ond re fe re nce  l e ve l  of the  a t  l ea st  one  bi om a rke r  c hym a se ;  whe re i n t he  se ve re  form  of t he  

i nfe c t i ous di se a se  i s c ha rac t e ri ze d by t he  pre se nce  of t he  a t  le a st  one  biom arker  c hym a se  a t  a  l e ve l  

gre a t e r t ha n the  fi rst  re fe renc e  le ve l  a nd t he  se c ond re fe re nce  l e ve l  of t he a t  l east  one  bi om a rke r  

c hym a se ;  whe re i n t he  m a st  c el l  m odula t or i s se l ec ted from  t he  group c onsi st i ng o f a  l e ukot ri e ne  

a nt a goni st , a  pla t el et  ac t i va t i ng fa c t or i nhi bit or, a  prot e a se  i nhibi t or, a  VE GF i nhi bi t or, a  

prost a gl a ndi n i nhi bi t or, a  he pa ri n i nhi bi t or, a nd a  ma st  c el l  sta bil i z e r;  a nd where i n t he  i nfe ct i ous 

di se a se  i s a  vi ra l  he m orrhagi c  fe ve r.   

 

1 2.  T he  use  of  c l a im  11 ,  where i n  t he  fi rst  re fe re nce  leve l  of  t he  a t  le a st  one  

bi om arke r  c h y m a s e  i s  t he  l e ve l  of  t he  a t  le a st  one  bi oma rke r  c h y m a s e  i n  a  fi rst  c ont rol  

sa m ple  a nd  t he  sec ond  re fe re nc e  le ve l  of  t he  a t  le a st  one  bi oma rke r  c h y m a s e  i s  t he  l e ve l  of  t he  

a t  le a st  one  bi om a rke r  c h y m a s e  i n  a  se c ond  c ont rol  sa m pl e .  

1 3.  T he  use  of  c l ai m  12 ,  where i n  t he  fi rst  cont rol  sa mpl e  i s  a  sa m pl e  from  a  hea l t hy  

pa t ie nt  a nd  t he  se c ond  cont rol  sa m pl e  i s  a  sam pl e  from  a  pa ti e nt  ha vi ng  t he  se ve re  form  of  t he  

i nfe c t i ous  di se a se .  

1 4.  T he  use  of  c l ai m  13 ,  where i n  t he  fi rst  re fe re nc e  l eve l  i s  a bout  0 . 1 8  ng/ m L  t o  

a bout  0.5  ng/ m L.  

1 5.  T he  use  of  c l ai m  13 or 14 ,  whe rei n  t he  sec ond  re fe re nc e  l e ve l  i s  gre at e r  t han  

a bout  6.0  ng/ m L.  

16     T he  use  of  a ny  one  of  c l a i m s  1 - 15,  whe rei n  the  a t  le a st  one  bi oma rke r  

c om pri se s  a  m a st  ce l l - de ri ve d  product .  

1 7  The  us e  o f  c laim  16 ,  w herein  the  m as t  cell - derived  pro duc t  c o m pris es  a t  leas t  

o ne  o f  c hym ase,  tryptas e,  leuk o trienes ,  pro s taglandins ,  tum o r  nec ro s is  facto r  (TNF),  vas c ular  

endo thelial  gro w th  facto r  (VEG F),  his tamine,  s ero to nin,  c arbo x ypeptidas e  A,   -

hex o sam inidas e,  m etallo pro teinas es ,  endo rphins ,  s o m atos tatin  (SRIF),  k inins,  uro c o rtin,  

s ubs tanc e P ,  vas o ac tive  intes tinal  peptide,  granulo c yte - m ac ro phage  co lo ny - s timulating  facto r  

(G M - �^&Ϳ͕�ɴ- fibro blas t  gro w th  facto r,  nerve  gro w th  facto r,  his tones,  c ho ndro itin  s ulfate,  
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heparin,  h yaluro nic  ac id,  nitric  o x ide,  angio tens in - 1 ,  heptatoc yte  gro w th  fac tor,  thro m bin,  

s tem  c ell  fac tor,  a2 - m ac ro glo bulin,  neuro tens in,  c o nnec tive  tis s ue - ac tivating  peptide  III  (CTA P -

III),  A po A ,  A po B,  A po E,  po rforin,  granzym es ,  c atheps in,  elas tas e,  c alretic ulin,  c athelic idins ,  

s erum  tryps in  inhibitors ,  c hym o tryps in  inhibitor,  s erpins ,  m etabo lic  bypro duc ts  thereo f,  o r  

c o m binations  thereo f.  

1 8 .    The  use  o f  c laim  17 ,  w herein  the  mas t  c ell - derived  pro duc t  c o m pris es  

c hym as e.  

19.       16.  T he  use  of  c l a im  1 or cl a im  11 ,  whe re i n  t he  sa m pl e  from  t he  subj ec t  i s  se l ec t e d  

from  t he  group  c onsi st i ng  of  t i ssue  sa m ple ,  bodi l y  fl ui d,  whol e  blood,  pla sma ,  se rum,  uri ne ,  

bronc hoal ve ol a r  l a va ge  fl ui d,  sa l i va ,  t i ssue  bi opsy,  a nd  a  ce ll  c ul t ure  suspe nsi on  or   fra c t i on  

t he reof.  

20.       17 .  T he  use  of  c la im  19 16 ,  whe rei n  t he  bi ologi c a l  sam ple  of  a  subj e ct  i s  

bl ood  pl a sm a  or  bl ood  serum .  

21.        18.  T he  use  of  c l ai m  19 16 , ,  whe re i n  t he  t i ssue  sa m ple  c om pri se s  a  somat i c  c e ll .  

22.  19.  T he  use  of  c l a im  1 or c l ai m  11,  whe re i n  t he  m ast  c e ll  m odula t or  c om pri se s  

a  m a st  ce ll  st a bil i ze r,  where i n  t he  m a st  ce l l  st a bi l i ze r  c om pri se s  a  ca lc i um  cha nnel  bl oc ke r,  a  

c yt oc hrom e  P450  i nhi bi t or  or  a  hi sta mi ne  a nt a gonist .  

23.  20.  T he  use  of  c la i m  22 19 ,  whe re i n  t he  m a st  ce l l  m odula t or  c om pri se s  at  le a st  

one  c rom ol yn,  ne doc romil ,  pe mi rola st ,  l odoxa m ide ,  t ra ni la st ,  gl uc osam i ne ,  N -

a c et yl gl uc osa m i ne ,  FP L  5 2694,  a l oe  ve ra ,  que rce ti n,  c hondroi ti n  sul fa t e ,  dehydrol e uc odi ne ,  

m a st  ce ll  sta bi li ze r  T F002,  rupa ta di ne ,  l ora ta di ne ,  ce t i ri zi ne ,  c le ma st im e ,  fe xofe na di ne ,  

di phe nhydra m i ne ,  c hl orphe ni ram i ne ,  a zel a sti ne ,  ol opa t a di ne ,  na pha zol i ne ,  ket ot i fe n,  

e m e da st i ne ,  a nd  e broti di ne ,  c om bi nat i ons  the re of  and  pha rm ac e ut ic a l   c om posi t i ons  t he re of.  

24.  21.  T he  use  of  c l a im  23 20 ,  whe rei n  t he  m a st  ce ll  m odula t or  c om pri se s  c rom ol yn.  

25.  22.  T he  use  of  c la i m  1 or c l ai m  11 ,  whe re i n  t he  m ast  c el l  m odula t or  c om pri se s  

a t  le a st  one  of  za fi rl uka st ,  m ont el uka st ,  pra nl uka st ,  zi l e ut on,  SM - 12502,  rupa t a di ne ,  PAP -

t a rge t i ng  a nt ibodie s,  t um or  ne c rosi s  fa c tor  i mm unom odula t ors,  i nfl i xi ma b,  ada l im uma b,  

c e rt ol i zuma b  pe gol ,  gol im um ab,  e t ane rc e pt,  xa nthi ne  de ri va t i ve s,  m et hyl x a nt hi ne s  l i ke  

t he ophyl l i ne  oxt riphyl l i ne ,  d yph yl l i ne ,  am i nophyl l i ne ,  bupropi on,  c urc umi n,  c a t ec hi ns,  

a prot ini n,  se rpi n,  a  c hym a se  i nhi bi t or,  chym ost a t i n,  l e upe pti n,  APC - 336,  SUN - C8257,  
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NK3201,  R0566852,  BCE AB,  NK3201,  T E I - E 548,  APC - 2095,  RWJ - 355871,  be va c i zum a b,  

ra ni bi zuma b,  la pa ti ni b,  suni t i ni b  sora fe nib,  a xit i ni b,  pa zopa ni b,  t hia zol i di ne di one s,  

be nzoxa zol e ,  be nzt hi a zole ,  be nzi ni dzol e ,  CP105,696,  l a ropi pra nt ,  a ce t yl sa l ic yl i c  a c i d  (ASA),  

i ndome t hac i n,  sodi um  mec l ofe na ma te  (FE N),  phe nyl but a zone   (PB),  phl ore tin  phospha t e s  (PP ),  

SC - 19220,  di e t hyl c a rbama zi ne   ci t ra t e  (DECC),  prot a mi ne  a nd  pol ybre ne ,  c om bi na t i ons  t he re of  

a nd  pha rm ac e uti ca l   c om posi t i ons  t he reof.  

26.  23.  T he  use  of  c l a im  25 22 ,  whe re i n  t he  m a st  c el l  m odula t or  c om pri se s  a  

c hym a se  i nhi bi t or  or  m ont e l uka st .  

27.  24. T he  use  of  c l a im  1 or c l ai m  11 ,  whe rei n  t he  vi ra l  he m orrha gi c  fe ve r  i s  c a use d  

b y  a  vi rus,  whe re i n  t he  vi rus  i s  a  m em be r  of  a t  l east  one  of  t he  Are na vi ri dae,  Fi l ovi ri da e ,  

Bun ya vi ri da e ,  Fl a vi vi ri dae ,  a nd  Rhabdovi ri dae .  

28.  25.  T he  use  of  c l ai m  27 24 ,  whe rei n  t he  vi ra l  hem orrha gi c  fe ve r  i s  c a use d  by  a t  

l e a st  one  of  De ngue  Vi rus,  E bola  vi rus,  Ma rburg  vi rus,  Ra nta  vi rus,  We st  Nil e  vi rus,  St .  Loui s,  

Kunj i n,  La ssa  Vi rus,  Cri m e a n - Congo  he m orrha gi c  fe ve r  vi rus,  Rift  Va l l e y  fe ve r  vi rus,  ye l l ow  

fe ve r,  J a pa ne se  e nc e pha l it i s  vi rus,  Luj o  vi rus,  J uni n  vi rus,  Ar ge nt i ne  he morrha gi c  fe ve r,  

Bra zi l ia n  hem orrha gi c  fe ve r,  Boli vi a n  hem orrha gic  fe ve r,  a rge nt i ne  hem orrha gi c  fe ve r,  Ga ri ssa  

vi rus,  S FT S  vi rus,  Ha nt an  vi rus,  om sk  he m orrha gi c  fe ve r  vi rus,  k ya sa nur  fore st  di se a se  vi rus,  

La n ga t  vi rus,  a l khurma  vi rus,  a nd  He ni pa vi ruse s.  

29.  26 . T he  use  of  c la i m  27 24 ,   whe rei n  t he  vi ra l  i nfe c ti on  i s  ca use d  by  De n gue  vi rus.  

 


