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Item 8.01 Other Events.

On May 21, 2018, the Company issued a press release announcing interim results and progress of its Phase 1/2 clinical trial of FCX-007. A copy of
the press release is attached hereto as Exhibit 99.1.

Item 9.01 Financial Statements and Exhibits.

(d)    Exhibits

Exhibit No.  Description

   
99.1  Press Release dated May 21, 2018.
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  Fibrocell Science, Inc.
By:  /s/ John M. Maslowski
  John M. Maslowski
  President and Chief Executive Officer

Date: May 21, 2018



F ib ro c e ll R e p o rts  o n  In te rim  R e s u lts  a n d  P ro g re s s  o f P h a s e  1 /2  C lin ic a l T ria l o f F C X -0 0 7  G e n e  T h e ra p y  fo r R e c e s s iv e  D y s tro p h ic  E p id e rm o ly s is  B u llo s a  –  F C X -0 0 7  w e ll-to le ra te d  u p  to  5 2  w e e k s  p o s t-a d m in is tra tio n  –  –  C o n tin u e d  p o s itiv e  tre n d s  n o te d  in  w o u n d  h e a lin g  a n d  p h a rm a c o lo g y  s ig n a ls , in c lu d in g  ty p e  V II c o lla g e n  e x p re s s io n  a n d  e v id e n c e  o f a n c h o rin g  fib rils  –  –  C o m p a n y  to  H o s t C o n fe re n c e  C a ll &  We b c a s t T o d a y  a t 8 :3 0  a m  E D T –  E X T O N , P A  –  M a y  2 1 , 2 0 1 8  –  F ib ro c e ll S c ie n c e , In c . (N A S D A Q : F C S C ), a  g e n e  th e ra p y  c o m p a n y  fo c u s e d  o n  tra n s fo rm a tio n a l a u to lo g o u s  c e ll-b a s e d  th e ra p ie s  fo r s k in  a n d  c o n n e c tiv e  tis s u e  d is e a s e s , to d a y  p ro v id e d  a n  u p d a te  o n  th e  in te rim  re s u lts  a n d  p ro g re s s  o f its  P h a s e  1 /2  c lin ic a l tria l o f F C X -0 0 7  fo r th e  tre a tm e n t o f re c e s s iv e  d y s tro p h ic  e p id e rm o ly s is  b u llo s a  (R D E B ). T h e  re s u lts  w e re  p re s e n te d  b y  M . P e te r M a rin k o v ic h , M D , th e  tria l’s  S tu d y  D ire c to r a t th e  S ta n fo rd  U n iv e rs ity  s ite  a n d  A s s o c ia te  P ro fe s s o r o f D e rm a to lo g y  a t th e  S ta n fo rd  U n iv e rs ity  S c h o o l o f M e d ic in e , a t th e  7 th  In te rn a tio n a l In v e s tig a tiv e  D e rm a to lo g y  m e e tin g  o n  M a y  1 9 , 2 0 1 8 . F o u r a d u lt p a tie n ts  (n = 7  w o u n d s ) a g e d  2 0  to  3 7  h a v e  b e e n  d o s e d  w ith  F C X -0 0 7  in  th e  m a rg in s  o f a n d  a c ro s s  ta rg e te d  w o u n d s , a s  w e ll a s  in  s e p a ra te  in ta c t s k in  s ite s . T h re e  p a tie n ts  re c e iv e d  a  s in g le  in tra d e rm a l in je c tio n  s e s s io n  a t b a s e lin e . O n e

p a tie n t re c e iv e d  a  s e c o n d  in je c tio n  s e s s io n  in  th e  re m a in in g  u n h e a le d  a re a s  o f w o u n d s  a t 2 5  w e e k s  p o s t-a d m in is tra tio n , a s  a llo w e d  b y  th e  c lin ic a l tria l p ro to c o l. S a fe ty  d a ta  fro m  th e s e  p a tie n ts  s h o w  F C X -0 0 7  w a s  w e ll-to le ra te d  u p  to  5 2  w e e k s  p o s t- a d m in is tra tio n . T h e re  w e re  n o  s e rio u s  a d v e rs e  e v e n ts  a n d  n o  p ro d u c t re la te d  a d v e rs e  e v e n ts  re p o rte d . N o  ty p e  V II c o lla g e n  (C O L 7 ) a u to a n tib o d y  re s p o n s e  w a s  n o te d . V a rio u s  C O L 7  e x p re s s io n  s ig n a ls  w e re  d e te c te d  th ro u g h o u t th e  d a ta  s e t u s in g  e ith e r im m u n o flu o re s c e n c e  (IF ) o r im m u n o e le c tro n  m ic ro s c o p y  (IE M ) u p  to  5 2  w e e k s  p o s t- a d m in is tra tio n . A n c h o rin g  fib ril s tru c tu re s  h a v e  a ls o  b e e n  o b s e rv e d  u s in g  IE M . Wo u n d s  w e re  e v a lu a te d  d u rin g  a  m o n ito rin g  p e rio d  p rio r to  d o s in g  a n d  th e y  w e re  o b s e rv e d  to  b e  o p e n  fo r u p  to  e ig h t m o n th s . C o m p a re d  to  th e  b a s e lin e  m e a s u re m e n t c o lle c te d  a t D a y  0  b e fo re  th e  a d m in is tra tio n  o f F C X -0 0 7 , th e  p e rc e n ta g e  o f d o s e d  w o u n d s  h e a lin g  >  5 0 % w h e n  c o m p a re d  to  b a s e lin e  w e re  o b s e rv e d  a s  fo llo w s : - 1 0 0 % (7 /7 ) a t 4  w e e k s  p o s t-a d m in is tra tio n  - 8 6 % (6 /7 ) a t 1 2  w e e k s  - 6 7 % (2 /3 ) a t 2 5 /3 2  w e e k s  - 1 0 0 % (1 /1 ) a t 5 2  w e e k s  A  s im ila r tre n d  w a s  a ls o  o b s e rv e d  fo r tre a te d  w o u n d s  h e a lin g  >  7 5 % w h e n  c o m p a re d  to  b a s e lin e . U n tre a te d  w o u n d s  o f s im ila r s iz e  to  th e  tre a te d  w o u n d s  w e re  s e le c te d  a n d  m o n ito re d  a s  c o n tro ls  o n  e a c h  p a tie n t. T h e

p e rc e n ta g e  o f u n tre a te d  c o n tro l w o u n d s  h e a lin g  >  5 0 % w h e n  c o m p a re d  to  b a s e lin e  w e re  o b s e rv e d  a s  fo llo w s :



 

- 1 4 % (1 /7 ) a t 4  w e e k s  p o s t-a d m in is tra tio n  - 1 7 % (1 /6 ) a t 1 2  w e e k s  - 0 % (0 /2 ) a t 2 5 /3 2  w e e k s  - 0 % (0 /1 ) a t 5 2  w e e k s  “T h e  P h a s e  1  p o rtio n  o f th e  tria l o f F C X -0 0 7  c o n tin u e s  to  b e  e n c o u ra g in g  a n d  re in fo rc e s  th e  p o te n tia l fo r tre a tin g  R D E B  p a tie n ts ,” s a id  A lfre d  L a n e , M D , C h ie f M e d ic a l A d v is o r o f F ib ro c e ll a n d  P ro fe s s o r o f D e rm a to lo g y  a n d  P e d ia tric s  (E m e ritu s ) a t th e  S ta n fo rd  U n iv e rs ity  S c h o o l o f M e d ic in e . “A s  w e  m o v e  in to  P h a s e  2  o f th e  tria l, I a m  lo o k in g  fo rw a rd  to  in c o rp o ra tin g  th e s e  le a rn in g s  in to  th e  tria l a n d  d e te rm in in g  th e  im p a c t o n  p a tie n t o u tc o m e s .” T h e re  is  o n e  p a tie n t e n ro lle d  in  th e  P h a s e  2  p o rtio n  o f th e  tria l, w ith  th re e  a d d itio n a l s c re e n in g  v is its  s c h e d u le d  p rio r to  th e  e n d  o f J u n e  2 0 1 8 . E n ro llm e n t o f s ix  p a tie n ts  is  e x p e c te d  to  b e  c o m p le te d  in  th e  th ird  q u a rte r o f 2 0 1 8 . “We  a re  p le a s e d  w ith  th e  c o n tin u e d  p ro g re s s  o f o u r F C X -0 0 7  p ro g ra m  th a t o ffe rs  p ro m is e  to  b e  tra n s fo rm a tiv e  fo r R D E B  p a tie n ts ,” s a id  J o h n  M a s lo w s k i, P re s id e n t a n d  C h ie f E x e c u tiv e  O ffic e r o f F ib ro c e ll. “B a s e d  o n  s a fe ty , p h a rm a c o lo g y  a n d  w o u n d  h e a lin g  d a ta , w e  p la n  to  c o n tin u e  e x p lo rin g  d o s e  ra n g e  a n d  a d m in is tra tio n  fo r fu tu re  p a tie n ts . We  a re  lo o k in g  fo rw a rd  to  m o v in g  a h e a d  w ith  th is  p ro to c o l th a t a d v a n c e s  th e  c lin ic a l tria l o f F C X -0 0 7  a n d  p o s itio n s  u s  to  a c h ie v e  fu tu re  m ile s to n e s  fo r th e  p ro g ra m .” F ib ro c e ll is  d e v e lo p in g  F C X -0 0 7  in  c o lla b o ra tio n  w ith  P re c ig e n , In c ., a  w h o lly  o w n e d  s u b s id ia ry  o f In tre x o n

C o rp o ra tio n  (N Y S E : X O N ), a  le a d e r in  s y n th e tic  b io lo g y . F ib ro c e ll C o n fe re n c e  C a ll &  We b c a s t O n  M o n d a y , M a y  2 1 , 2 0 1 8  a t 8 :3 0  a .m . E D T , F ib ro c e ll w ill h o s t a  c o n fe re n c e  c a ll a n d  w e b c a s t to  d is c u s s  th e  in te rim  re s u lts  a n d  p ro g re s s  o f th e  P h a s e  1 /2  c lin ic a l tria l o f F C X -0 0 7 . A  s lid e  p re s e n ta tio n  s u m m a riz in g  th e  d a ta  w ill b e  re fe re n c e d  d u rin g  th e  c a ll a n d  is  p o s te d  in  th e  In v e s to rs  s e c tio n  o f th e  C o m p a n y ’s  w e b s ite  w w w .fib ro c e ll.c o m /in v e s to rs /e v e n ts  u n d e r th e  e v e n t, “F ib ro c e ll F C X -0 0 7  C o n fe re n c e  C a ll &  We b c a s t.” F o llo w in g  th e  p re s e n ta tio n , th e re  w ill b e  a  q u e s tio n -a n d - a n s w e r s e s s io n  w ith  J o h n  M a s lo w s k i, P re s id e n t a n d  C E O  o f F ib ro c e ll, a n d  A lfre d  L a n e , M D , C h ie f M e d ic a l A d v is o r o f F ib ro c e ll a n d  P ro fe s s o r o f D e rm a to lo g y  a n d  P e d ia tric s  (E m e ritu s ) a t th e  S ta n fo rd  U n iv e rs ity  S c h o o l o f M e d ic in e . T o  p a rtic ip a te  o n  th e  liv e  c a ll, p le a s e  d ia l 8 6 6 -5 4 8 -4 7 1 3  (d o m e s tic ) o r + 1 -3 2 3 -7 9 4 -2 0 9 3  (in te rn a tio n a l) a n d  p ro v id e  th e  c o n fe re n c e  c o d e  5 6 2 9 8 6 6 . T h e  c o n fe re n c e  c a ll w ill a ls o  b e  w e b c a s t liv e  fro m  th e  In v e s to rs  s e c tio n  o f F ib ro c e ll's  w e b s ite  a t w w w .fib ro c e ll.c o m /in v e s to rs /e v e n ts  u n d e r th e  e v e n t, “F ib ro c e ll F C X -0 0 7  C o n fe re n c e  C a ll &  We b c a s t,” a n d  w ill b e  a rc h iv e d  th e re  fo r 3 0  d a y s . A b o u t F C X -0 0 7  F C X -0 0 7  is  F ib ro c e ll's  c lin ic a l-s ta g e , g e n e  th e ra p y  p ro d u c t c a n d id a te  fo r th e  tre a tm e n t o f R D E B , a  c o n g e n ita l a n d  p ro g re s s iv e  o rp h a n  s k in  d is e a s e  c a u s e d  b y  th e

d e fic ie n c y  o f th e  p ro te in  ty p e  V II c o lla g e n  (C O L 7 ). F C X -0 0 7  is  a  g e n e tic a lly -m o d ifie d  a u to lo g o u s  fib ro b la s t th a t e n c o d e s  th e  g e n e  fo r C O L 7  a n d  is  b e in g  d e v e lo p e d  in  c o lla b o ra tio n  w ith  P re c ig e n , In c ., a  w h o lly  o w n e d  s u b s id ia ry



 

o f In tre x o n  C o rp o ra tio n . B y  g e n e tic a lly  m o d ify in g  a u to lo g o u s  fib ro b la s ts  e x  v iv o  to  p ro d u c e  C O L 7 , c u ltu rin g  th e m  a n d  th e n  tre a tin g  w o u n d s  lo c a lly  v ia  in je c tio n , F C X -0 0 7  o ffe rs  th e  p o te n tia l to  a d d re s s  th e  u n d e rly in g  c a u s e  o f th e  d is e a s e  b y  p ro v id in g  h ig h  le v e ls  o f C O L 7  d ire c tly  to  th e  a ffe c te d  a re a s  w h ile  a v o id in g  s y s te m ic  d is trib u tio n . F C X -0 0 7  h a s  b e e n  g ra n te d  O rp h a n  D ru g , R a re  P e d ia tric  D is e a s e  a n d  F a s t T ra c k  D e s ig n a tio n s  b y  th e  U .S . F o o d  a n d  D ru g  A d m in is tra tio n . A b o u t th e  P h a s e  1 /2  C lin ic a l T ria l T h e  p rim a ry  o b je c tiv e  o f th is  o p e n -la b e l c lin ic a l tria l is  to  e v a lu a te  th e  s a fe ty  o f F C X -0 0 7  in  R D E B  p a tie n ts . A d d itio n a lly , th e  tria l is  a s s e s s in g  w o u n d  h e a lin g  a n d  p h a rm a c o lo g y  a t 4 , 1 2 , 2 5  a n d  5 2  w e e k s  p o s t-a d m in is tra tio n . S ix  p a tie n ts  a g e s  s e v e n  a n d  o ld e r a re  ta rg e te d  to  b e  tre a te d  w ith  F C X - 0 0 7  in  th e  P h a s e  2  p o rtio n  o f th e  tria l. T o  le a rn  m o re  a b o u t th e  c lin ic a l tria l, p le a s e  v is it w w w .c lin ic a ltria ls .g o v  a n d  s e a rc h  th e  id e n tifie r N C T 0 2 8 1 0 9 5 1 . A b o u t F ib ro c e ll F ib ro c e ll is  a n  a u to lo g o u s  c e ll a n d  g e n e  th e ra p y  c o m p a n y  tra n s la tin g  p e rs o n a liz e d  b io lo g ic s  in to  m e d ic a l b re a k th ro u g h s  fo r d is e a s e s  a ffe c tin g  th e  s k in  a n d  c o n n e c tiv e  tis s u e . F ib ro c e ll’s  m o s t a d v a n c e d  p ro d u c t c a n d id a te , F C X -0 0 7 , is  th e  s u b je c t o f a  P h a s e  1 /2  c lin ic a l tria l fo r th e  tre a tm e n t o f R D E B . F ib ro c e ll is  a ls o  d e v e lo p in g  F C X -0 1 3 , th e  C o m p a n y ’s  p ro d u c t c a n d id a te  fo r th e  tre a tm e n t o f

m o d e ra te  to  s e v e re  lo c a liz e d  s c le ro d e rm a . F ib ro c e ll’s  g e n e  th e ra p y  p o rtfo lio  is  b e in g  d e v e lo p e d  in  c o lla b o ra tio n  w ith  P re c ig e n , In c ., a  w h o lly  o w n e d  s u b s id ia ry  o f In tre x o n  C o rp o ra tio n  (N Y S E : X O N ), a  le a d e r in  s y n th e tic  b io lo g y . F o r m o re  in fo rm a tio n , v is it w w w .fib ro c e ll.c o m  o r fo llo w  F ib ro c e ll o n  T w itte r a t @F ib ro c e ll. T ra d e m a rk s  F ib ro c e ll, th e  F ib ro c e ll lo g o , a n d  F ib ro c e ll S c ie n c e  a re  tra d e m a rk s  o f F ib ro c e ll S c ie n c e , In c . a n d /o r its  a ffilia te s . A ll o th e r n a m e s  m a y  b e  tra d e m a rk s  o f th e ir re s p e c tiv e  o w n e rs . F o rw a rd -L o o k in g  S ta te m e n ts  T h is  p re s s  re le a s e  c o n ta in s , a n d  o u r o ffic e rs  a n d  re p re s e n ta tiv e s  m a y  fro m  tim e  to  tim e  m a k e , s ta te m e n ts  th a t a re  “fo rw a rd -lo o k in g  s ta te m e n ts ” w ith in  th e  m e a n in g  o f th e  s a fe  h a rb o r p ro v is io n s  o f th e  U .S . P riv a te  S e c u ritie s  L itig a tio n  R e fo rm  A c t o f 1 9 9 5 . A ll s ta te m e n ts  th a t a re  n o t h is to ric a l fa c ts  a re  h e re b y  id e n tifie d  a s  fo rw a rd -lo o k in g  s ta te m e n ts  fo r th is  p u rp o s e  a n d  in c lu d e , a m o n g  o th e rs , s ta te m e n ts  re la tin g  to : F ib ro c e ll’s  e x p e c ta tio n s  re g a rd in g  th e  e x p lo ra tio n  o f s tra te g ic  a lte rn a tiv e s ; th e  tim in g  o f d o s in g  a n d  re p o rtin g  o f in te rim  d a ta  a n d  tria l u p d a te s  fo r its  P h a s e  1 /2  c lin ic a l tria l o f F C X -0 0 7 ; th e  c o m p le tio n  o f e n ro llm e n t in  th e  P h a s e  2  p o rtio n  o f its  P h a s e  1 /2  c lin ic a l tria l o f F C X -0 0 7 ; th e  p o te n tia l fo r F C X -0 0 7  to  re c e iv e  P rio rity  R e v ie w  V o u c h e rs  u p o n  m a rk e t a u th o riz a tio n ; th e  p o te n tia l a d v a n ta g e s  o f F ib ro c e ll’s  p ro d u c t c a n d id a te s ; a n d  o th e r s ta te m e n ts  re g a rd in g  F ib ro c e ll’s

fu tu re  o p e ra tio n s , fin a n c ia l p e rfo rm a n c e  a n d  fin a n c ia l p o s itio n , p ro s p e c ts , s tra te g ie s , o b je c tiv e s  a n d  o th e r fu tu re  e v e n ts . F o rw a rd -lo o k in g  s ta te m e n ts  a re  b a s e d  u p o n  m a n a g e m e n t’s  c u rre n t e x p e c ta tio n s  a n d  a s s u m p tio n s  a n d  a re  s u b je c t to  a  n u m b e r o f ris k s , u n c e rta in tie s  a n d  o th e r fa c to rs  th a t c o u ld  c a u s e  a c tu a l re s u lts  a n d  e v e n ts  to  d iffe r m a te ria lly  a n d  a d v e rs e ly  fro m  th o s e  in d ic a te d  h e re in  in c lu d in g , a m o n g  o th e rs : th e  im p a c t o f th e  a n n o u n c e m e n t o f th e  B o a rd  o f D ire c to rs ’ re v ie w  o f s tra te g ic



 

a lte rn a tiv e s , a s  w e ll a s  a n y  s tra te g ic  tra n s a c tio n  o r a lte rn a tiv e  th a t m a y  b e  p u rs u e d , o n  th e  C o m p a n y 's  b u s in e s s , in c lu d in g  its  fin a n c ia l a n d  o p e ra tin g  re s u lts  a n d  its  e m p lo y e e s ; th a t in te rim  c lin ic a l tria l re s u lts  a re  n o t n e c e s s a rily  in d ic a tiv e  o f fin a l c lin ic a l re s u lts  a n d  fin a l c lin ic a l tria l re s u lts  m a y  n o t b e  p o s itiv e  w ith  re g a rd  to  s a fe ty  o r e ffic a c y  o f F C X -0 0 7 ; u n c e rta in tie s  a n d  d e la y s  re la tin g  to  th e  in itia tio n , e n ro llm e n t a n d  c o m p le tio n  o f p re -c lin ic a l s tu d ie s  a n d  c lin ic a l tria ls ; w h e th e r p re - c lin ic a l s tu d y  a n d  c lin ic a l tria l re s u lts  w ill v a lid a te  a n d  s u p p o rt th e  s a fe ty  a n d  e ffic a c y  o f F ib ro c e ll’s  p ro d u c t c a n d id a te s ; u n a n tic ip a te d  o r e x c e s s  c o s ts  re la tin g  to  th e  d e v e lo p m e n t o f F ib ro c e ll’s  g e n e  th e ra p y  p ro d u c t c a n d id a te s ; F ib ro c e ll’s  a b ility  to  o b ta in  a d d itio n a l c a p ita l to  c o n tin u e  to  fu n d  o p e ra tio n s ; F ib ro c e ll’s  a b ility  to  m a in ta in  its  c o lla b o ra tio n  w ith  P re c ig e n , In c ., a  w h o lly  o w n e d  s u b s id ia ry  o f In tre x o n  C o rp o ra tio n ; a n d  th e  ris k s , u n c e rta in tie s  a n d  o th e r fa c to rs  d is c u s s e d  u n d e r th e  c a p tio n  “Ite m  1 A . R is k  F a c to rs ” in  F ib ro c e ll’s  m o s t re c e n t F o rm  1 0 -K  filin g  a n d  F o rm  1 0 -Q  filin g s . A s  a  re s u lt, y o u  a re  c a u tio n e d  n o t to  p la c e  u n d u e  re lia n c e  o n  a n y  fo rw a rd -lo o k in g  s ta te m e n ts . Wh ile  F ib ro c e ll m a y  u p d a te  c e rta in  fo rw a rd -lo o k in g  s ta te m e n ts  fro m  tim e  to  tim e , F ib ro c e ll s p e c ific a lly  d is c la im s  a n y  o b lig a tio n  to  d o  s o , w h e th e r a s  a  re s u lt o f n e w  in fo rm a tio n , fu tu re  d e v e lo p m e n ts  o r o th e rw is e . #  #  #  In v e s to r &  M e d ia  R e la tio n s

C o n ta c t: K a re n  C a s e y  4 8 4 .7 1 3 .6 1 3 3  k c a s e y @fib ro c e ll.c o m
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