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o            Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
 

o            Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
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Item 8.01.  Other Events.
 

Catabasis Pharmaceuticals, Inc. (the “Company”) is making publicly available an updated corporate slide presentation, which is filed as
Exhibit 99.1 to this Current Report on Form 8-K and incorporated herein by reference.  The updates focus on the functional improvements in boys receiving
edasalonexent in the Company’s Phase 2 MoveDMD trial.  The Company believes that these functional improvements constitute important information for a
Phase 3 clinical trial plan for edasalonexent in Duchenne muscular dystrophy, which the Company expects to announce in the second half of 2017.
 
Item 9.01.  Financial Statements and Exhibits.
 

(d)           Exhibits
 

The Exhibit to this Current Report on Form 8-K is listed in the Exhibit Index attached hereto.
 
Cautionary Note Regarding Forward-Looking Statements
 

This Current Report on Form 8-K, including the corporate slide presentation filed as Exhibit 99.1 hereto, contains forward-looking statements within
the meaning of the Private Securities Litigation Reform Act of 1995. All statements, other than statements of historical facts, contained in this Current Report
on Form 8-K, including statements regarding the Company’s expectation of announcing a Phase 3 clinical trial plan for edasalonexent in Duchenne muscular
dystrophy in the second half of 2017, are forward-looking statements. The words “anticipate,” “believe,” “continue,” “could,” “estimate,” “expect,” “intend,”
“may,” “plan,” “potential,” “predict,” “project,” “should,” “target,” “would” and similar expressions are intended to identify forward-looking statements,
although not all forward-looking statements contain these identifying words.  The Company may not actually achieve the plans, intentions or expectations
disclosed in these forward-looking statements, and you should not place undue reliance on these forward-looking statements. Actual results or events could
differ materially from the plans, intentions and expectations disclosed in these forward-looking statements as a result of important risks and uncertainties,
including those described in the cautionary statements included in the Company’s most recent Quarterly Report on Form 10-Q, particularly in the “Risk
Factors” section, which is on file with the Securities and Exchange Commission.  Except as otherwise required by law, the Company disclaims any intention
or obligation to update any forward-looking statements as a result of developments occurring after the date of this Current Report on Form 8-K.
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SIGNATURES

 
Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the

undersigned hereunto duly authorized.
 
CATABASIS PHARMACEUTICALS, INC.

   
Date: June 19, 2017 By: /s/ Deirdre A. Cunnane

Deirdre A. Cunnane
Senior Vice President and General Counsel
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Exhibit 99.1
C atab asis P h arm aceu ticals C o rp o rate U p d ate Ju n e 1 9 , 2 0 1 7

 



F o rw ard  L o o k in g  S tatem en ts T h is p resen tatio n  co n tain s fo rw ard -lo o k in g  statem en ts w ith in  th e m ean in g  o f T h e P riv ate S ecu rities L itig atio n  R efo rm  A ct o f 1 9 9 5 , in clu d in g  statem en ts reg ard in g  o u r ex p ectatio n s an d  b eliefs ab o u t o u r b u sin ess, fu tu re fin an cial an d  o p eratin g  p erfo rm an ce, clin ical trial p lan s, p ro d u ct d ev elo p m en t p lan s an d  p ro sp ects. T h e w o rd s “b eliev e”, “an ticip ate”, “p lan s,” “ex p ect”, “co u ld ”, “sh o u ld ”, “w ill”, “w o u ld ”, “m ay ”, “in ten d ” an d  sim ilar ex p ressio n s are in ten d ed  to  id en tify  fo rw ard -lo o k in g  statem en ts, alth o u g h  n o t all fo rw ard -lo o k in g  statem en ts co n tain  th ese id en tify in g  w o rd s. T h e fo rw ard -lo o k in g  statem en ts co n tain ed  in  th is p resen tatio n  an d  in  rem ark s m ad e d u rin g  th is p resen tatio n  an d  th e fo llo w in g  Q & A  sessio n  are su b ject to  im p o rtan t risk s an d  u n certain ties th at m ay  cau se actu al ev en ts o r resu lts to  d iffer m aterially  fro m  o u r cu rren t ex p ectatio n s an d  b eliefs, in clu d in g : u n certain ties in h eren t in  th e in itiatio n  an d  co m p letio n  o f p reclin ical stu d ies an d  clin ical trials an d  clin ical d ev elo p m en t o f o u r p ro d u ct can d id ates; av ailab ility  an d  tim in g  o f resu lts fro m  p reclin ical stu d ies an d  clin ical trials; w h eth er in terim  resu lts fro m  a clin ical trial w ill b e p red ictiv e o f th e fin al resu lts o f th e trial o r th e resu lts o f fu tu re trials; ex p ectatio n s fo r reg u lato ry  ap p ro v als to  co n d u ct trials o r to  m ark et p ro d u cts; av ailab ility  o f fu n d in g  su fficien t fo r o u r fo reseeab le an d  u n fo reseeab le o p eratin g  ex p en ses an d  cap ital ex p en d itu re req u irem en ts; o th er m atters th at co u ld  affect th e av ailab ility  o r co m m ercial p o ten tial o f o u r p ro d u ct can d id ates; an d  g en eral eco n o m ic an d  m ark et co n d itio n s. T h ese an d  o th er risk s are d escrib ed  u n d er th e cap tio n  “R isk  F acto rs” in  o u r Q u arterly  R ep o rt o n  F o rm  1 0 -Q  fo r th e p erio d  en d ed  March  3 1 , 2 0 1 7 , w h ich  is o n  file w ith  th e S ecu rities an d  E x ch an g e C o m m issio n , an d  in  o th er filin g s th at w e m ay  m ak e w ith  th e S ecu rities an d  E x ch an g e C o m m issio n  in  th e fu tu re. In  ad d itio n , th e fo rw ard -lo o k in g  statem en ts in clu d ed  in  th is p resen tatio n  rep resen t o u r v iew s as o f th e d ate o f th is p resen tatio n . We an ticip ate th at su b seq u en t ev en ts an d  d ev elo p m en ts w ill cau se o u r v iew s to  ch an g e. H o w ev er, w h ile w e m ay  elect to  u p d ate th ese fo rw ard -lo o k in g  statem en ts at so m e p o in t in  th e fu tu re, w e sp ecifically  d isclaim  an y  o b lig atio n  to  d o  so . T h ese fo rw ard -lo o k in g  statem en ts sh o u ld  n o t b e relied  u p o n  as rep resen tin g  o u r v iew s as o f an y  d ate su b seq u en t to  th e d ate o f th is p resen tatio n . 2

 



A d v an cin g  R are D isease P ip elin e: P rep arin g  fo r P h ase 3  T rial in  D u ch en n e Mu scu lar D y stro p h y  E d asalo n ex en t co m p leted  p laceb o -co n tro lled  P h ase 2  Mo v eD MD  trial –  –  –  O ral in h ib ito r o f N F -K B  fo r all p atien ts w ith  D MD  reg ard less o f m u tatio n  O p en -lab el ex ten sio n  resu lts ex p ected  in  Q 3  2 0 1 7  P h ase 3  trial p lan  ex p ected  in  H 2  2 0 1 7  D MD  is ch aracterized  b y  p red ictab le, seq u en tial lo ss o f m o b ility  an d  fu n ctio n  –  T h erap eu tic g o al is to  d elay  th e lo ss o f fu n ctio n  Mo v eD MD  P h ase 2  resu lts co n sisten t w ith  g o al o f D MD  treatm en t –  –  A  p rim ary  ex p lo rato ry  b io m ark er en d p o in t, n o t a p iv o tal en d p o in t, w as n o t m et C lin ically  m ean in g fu l im p ro v em en ts o b serv ed  in  w ell estab lish ed  an d  p re-sp ecified  fu n ctio n al assessm en ts F u n ctio n al assessm en ts h av e p reced en ce as en d p o in ts in  p iv o tal trials in  D MD  S afe an d  w ell to lerated  –  –  A d d itio n al p ro g ram s d eriv ed  fro m  S MA R T  L in k er tech n o lo g y  in clu d in g  C A T -5 5 7 1  fo r cy stic fib ro sis 3

 



P ip elin e o f P ro d u ct C an d id ates in  R are D iseases P ro d u ct C an d id ate (P ath w ay ) D isco v ery  P reclin  P h ase 1  P h ase 2  P h ase 3  • • P h ase 2  co m p lete O p en -lab el ex ten sio n  resu lts in  Q 3  2 0 1 7  P h ase 3  p lan  H 2  2 0 1 7  E d asalo n ex en t C A T -1 0 0 4  (N F -K B ) D u ch en n e m u scu lar d y stro p h y  • E d asalo n ex en t C A T -1 0 0 4  (N F -K B ) A d d itio n al rare d isease C A T -5 5 7 1  (A u to p h ag y ) • IN D  activ ities o n g o in g  • P h ase 1  ex p ected  in  2 0 1 8  C y stic fib ro sis F ried reich ’s atax ia A L S  C A T -4 0 0 1  (N rf2 /N F -K B ) • C o n tin u e o n g o in g  p reclin ical w o rk  4

 



D MD  T o d ay  5

 



D u ch en n e Mu scu lar D y stro p h y : P reserv in g  F u n ctio n  Is th e G o al o f T reatm en t D MD  is a rare recessiv e X -lin k ed  g en etic d iso rd er ch aracterized  b y  d y stro p h in  d eficien cy  in  m u scle tissu e an d  su b seq u en t ch ro n ic activ atio n  o f N F -K B  th at resu lts in  m u scle d eg en eratio n  an d  p rev en ts m u scle reg en eratio n  O v erall d eclin e in  D MD  is ch aracterized  b y  a p red ictab le cascad e o f d iscrete lo sses o f fu n ctio n  an d  m o b ility  m ilesto n es P reserv in g  o r ex ten d in g  each  in d iv id u al fu n ctio n al cap ab ility  d elay s o v erall d eclin e an d  p ro lo n g s life C u rren t th erap eu tic m o d alities d elay  lo ss o f fu n ctio n  an d  fo restall ad d itio n al serio u s d eclin e in  m o b ility  6

 



D MD  Is C h aracterized  b y  a P red ictab le C ascad e o f D iscrete L o sses o f F u n ctio n  an d  Mo b ility  Milesto n es T y p ical D MD  D isease P ro g ressio n  Im p aired  ab ility  to  h o p  ru n  ju m p  L o ss o f rise fro m  flo o r L o ss o f m o b ility  an d  fu n ctio n  L o ss o f stair clim b  L o ss o f am b u latio n  L o ss o f u p p er lim b  fu n ctio n  V en tilatio n  D eath  0  5  1 0  1 5  2 0  2 5  3 0  D MD  P atien t A g e, Y ears D r. C raig  McD o n ald , In v esto r D ay  2 0 1 6  7

 



S tero id s A re th e Main stay  o f C u rren t D MD  T reatm en t B ecau se T h ey  D elay  L o ss o f F u n ctio n  1 9 8 0 s –  P resen t G lu co co rtico id s/S tero id s S tero id s d elay  lo ss o f fu n ctio n  an d  p ro lo n g  am b u latio n  tim e an d  lifesp an  1 .0  0 .9  0 .8  0 .7  0 .6  0 .5  0 .4  0 .3  0 .2  0 .1  0 .0  H o w ev er, stero id s are asso ciated  L o g ran k  P = 0 .0 0 0 5  w ith  ad v erse ev en ts in clu d in g : C u sh in g ’s sy n d ro m e O b esity  B eh av io ral ch an g es P u b ertal d elay  O steo p o ro sis an d  fractu res My o p ath y  –  –  –  –  –  –  S tero id  th erap y  N o  stero id  th erap y  S id e effects lead  to  p atien ts b o th  d isco n tin u in g  stero id  u sag e as w ell as n o t in itiatin g  treatm en t 0 .0  2 .5  5 .0  7 .5  1 0 .0  1 2 .5  1 5 .0  T im e (y ears) S ch ram , et al. J A m  C o ll C ard io l 2 0 1 3  6 1 (9 ):9 4 8 -9 5 4  8  O v erall su rv iv al

 



E d asalo n ex en t (C A T -1 0 0 4 ) P ro g ram  O ral sm all m o lecu le d esig n ed  to  in h ib it N F -K B  fo r th e treatm en t o f D u ch en n e m u scu lar d y stro p h y  9

 



E d asalo n ex en t: P o ten tial to  S lo w  D isease P ro g ressio n  fo r A ll B o y s w ith  D MD  In v estig atio n al d isease-m o d ify in g  p ro d u ct can d id ate fo r all p atien ts w ith  D MD  reg ard less o f m u tatio n  O ral in h ib ito r o f N F -K B , a p ro tein  th at is ch ro n ically  activ ated  in  D MD  an d  d riv es m u scle d eg en eratio n  an d  su p p resses m u scle reg en eratio n  R ed u ctio n  in  rate o f fu n ctio n al d eclin e in  Mo v eD MD  P h ase 2  –  C lin ically  m ean in g fu l im p ro v em en ts o b serv ed  in  w ell estab lish ed  an d  p re-sp ecified  fu n ctio n al assessm en ts –  F u n ctio n al assessm en ts h av e p reced en ce as en d p o in ts in  p iv o tal trials in  D MD  –  S afe an d  w ell to lerated  E d asalo n ex en t cu rren tly  in  o p en -lab el ex ten sio n  p o rtio n  o f Mo v eD MD  trial –  O p en -lab el ex ten sio n  resu lts ex p ected  in  Q 3  2 0 1 7  –  P h ase 3  trial p lan  ex p ected  in  H 2  2 0 1 7  D ev elo p in g  as m o n o th erap y  an d  also  p o ten tially  co m b in ab le w ith  an y  d y stro p h in  targ eted  th erap y  1 0

 



D MD  Is C h aracterized  b y  a P red ictab le C ascad e o f D iscrete L o sses o f F u n ctio n  an d  Mo b ility  Milesto n es T y p ical D MD  D isease P ro g ressio n  Im p aired  ab ility  to  h o p  ru n  ju m p  E d asalo n ex en t g o al: S lo w  rate o f d eclin e L o ss o f rise fro m  flo o r L o ss o f stair clim b  L o ss o f am b u latio n  L o ss o f u p p er lim b  fu n ctio n  V en tilatio n  D eath  0  5  1 0  1 5  2 0  2 5  3 0  D MD  P atien t A g e, Y ears 1 1

 



E d asalo n ex en t In h ib its A ctiv ated  N F -K B , S lo w s Mu scle D eg en eratio n , an d  S tim u lates Mu scle R eg en eratio n  ME C H A N IC A L  S T R E S S  IV A T E D  IN JU R E D  F IB E R S  N F -k B  P R O MO T E S  S U P P R E S S E S  D R IV E S  MU S C L E  D E G E N E R A T IO N  IN F L A MMA T IO N  MU S C L E  +  F IB R O S IS  R E G E N E R A T IO N  H am m ers, et al. JC I In sig h t 2 0 1 6  1 (2 1 ): e9 0 3 4 1  1 2  A C T

 



E d asalo n ex en t In h ib its A ctiv ated  N F -K B , S lo w s Mu scle D eg en eratio n , an d  S tim u lates Mu scle R eg en eratio n  ME C H A N IC A L  S T R E S S  IN JU R E D  F IB E R S  E D A S A L O N E X E N T  D E C R E A S E S  IN F L A MMA T IO N  +  F IB R O S IS  S T IMU L A T E S  MU S C L E  R E G E N E R A T IO N  S L O WS  MU S C L E  D E G E N E R A T IO N  H am m ers, et al. JC I In sig h t 2 0 1 6  1 (2 1 ): e9 0 3 4 1  1 3  A C T IV A T E D  N F -K B

 



Mo v eD MD  P h ase 2  D em o n strated  F av o rab le D elay  in  L o ss o f F u n ctio n  in  C ritical F u n ctio n  an d  Mo b ility  P aram eters T WO  P R E -S P E C IF IE D  A N A L Y S E S  P laceb o -C o n tro lled  C ro sso v er E d asa E d asa P o o led  (n = 2 0 ) E d asa P o o led  (n = 1 2 ) 6 7  m g /k g /d ay  (n = 1 0 ) +  +  - +  +  +  +  - +  +  +  +  +  +  + *  1 0 -m eter w alk /ru n  4 -stair C lim b  T im e to  stan d  N S A A  P O D C I *  p  <  0 .0 5  P laceb o -C o n tro lled : C o m p ariso n  o f ch an g e fro m  b aselin e b etw een  treatm en ts an d  p laceb o  d u rin g  1 2 -w eek  C ro sso v er: C o m p ariso n  o f rate o f ch an g e fo r o ff-treatm en t p erio d  (av erag e o f 8  m o n th s) to  1 2  w eek s activ e treatm en t 1 4  E d asa 1 0 0  m g /k g /d ay  (n = 1 0 ) +  +  +  +  +

 



C o m p o site S co re fo r P h ase 2  F u n ctio n al A ssessm en ts E d asalo n ex en t P reserv es F u n ctio n  b y  S lo w in g  R ate o f D eclin e Max . p o ssib le sco re 5  p  <  0 .0 5  0  Min . p o ssib le sco re - 5  P laceb o  E d asalo n ex en t (n = 1 1 ) (n = 2 0 ) In d iv id u al sco res fo r 4 -stair clim b , 1 0 -m eter w alk /ru n , tim e to  stan d , N S A A  an d  P O D C I w ere p o o led  – + 1  fo r im p ro v em en t, -1  fo r d eclin e, 0  fo r n o  ch an g e P o st-h o c an aly sis: av erag e co m p o site sco res b y  in d iv id u al im p ro v ed  v s. p laceb o  1 5  C o m p o site F u n ctio n al S co re

 



T im ed  F u n ctio n  T est: 1 0 -m eter Walk /R u n  S p eed : R ate o f L o ss o f F u n ctio n  S lo w ed  P laceb o -C o n tro lled  C ro sso v er 0  . 0  0  5  0  . 0  0  5  0  . 0  0  0  0  . 0  0  0  - 0  . 0  0  5  - 0  . 0  0  5  - 0  . 0  1  0  - 0  . 0  1  0  p  N S  - 0  . 0  1  5  - 0  . 0  1  5  - 0  . 0  2  0  - 0  . 0  2  0  P laceb o  (n = 1 1 ) E d asalo n ex en t P laceb o  (n = 1 2 ) E d asalo n ex en t (n = 1 2 ) (n = 2 0 ) • T h ere w as a ~ 6 %  d eclin e in  fu n ctio n  in  th e • T h ere w as a ~ 8 %  d eclin e in  fu n ctio n  in  th e o ff treatm en t p erio d  T h e rate o f d eclin e in  1 0 -m eter w alk /ru n  w as im p ro v ed  b y  5 0 %  in  ed asalo n ex en t cro sso v er p erio d  v s. o ff-treatm en t p erio d  p laceb o  o v er th e 1 2  w eek  trial p erio d  • • T h e ch an g e in  1 0 -m eter w alk /ru n  sp eed  w as im p ro v ed  b y  > 8 0 %  in  ed asalo n ex en t g ro u p  co m p ared  to  p laceb o  E rro r b ars in  ch art d en o te S E M, ch an g e in  sp eed  n o rm alized  to  1 2  w eek s 1 6  C h an g e in  S p eed  C h an g e in  S p eed

 



T im ed  F u n ctio n  T est: 4 -stair C lim b : R ate o f L o ss o f F u n ctio n  S lo w ed  to  N o  D eclin e P laceb o -C o n tro lled  C ro sso v er 0  . 0  4  0  . 0  4  0  . 0  2  0  . 0  2  0  . 0  0  0  . 0  0  - 0  . 0  2  - 0  . 0  2  - 0  . 0  4  - 0  . 0  4  P laceb o  (n = 1 1 ) E d asalo n ex en t P laceb o  (n = 1 2 ) E d asalo n ex en t (n = 1 2 ) (n = 2 0 ) • T h ere w as a ~ 5 %  d eclin e in  fu n ctio n  in  th e • T h ere w as a ~ 1 0 %  d eclin e in  fu n ctio n  in  th e o ff treatm en t p erio d  T h e rate o f d eclin e in  4 -stair clim b  in creased  in  th e o ff-treatm en t p erio d  b u t sh o w ed  n o  d eclin e in  th e ed asalo n ex en t cro sso v er p laceb o  o v er th e 1 2  w eek  trial p erio d  • • T h e ch an g e in  4 -stair clim b  sp eed  w as n u m erically  b etter fo r ed asalo n ex en t th an  p laceb o  p erio d  E rro r b ars in  ch art d en o te S E M, ch an g e in  sp eed  n o rm alized  to  1 2  w eek s 1 7  C h an g e in  S p eed  C h an g e in  S p eed

 



T im ed  F u n ctio n  T est: T im e to  S tan d : R ate o f L o ss o f F u n ctio n  S lo w ed  P laceb o -C o n tro lled  C ro sso v er 0  . 0  2  0 0  ..0 0  0 0  0  0  . 0  1  --0  . 0  0 1  1  0  . 0  0  - 0  . 0  1  --0 0  ..0 0  0 2  2  - 0  . 0  2  - -0 0 . .0 0 0 3 3  - 0  . 0  3  P laceb o  (n = 1 1 ) E d asalo n ex en t P laceb o  (n = 1 2 ) E d asalo n ex en t (n = 1 2 ) (n = 2 0 ) • T h ere w as a ~ 0 .4 %  d eclin e in  fu n ctio n  in  th e • T h ere w as a ~ 2 2 %  d eclin e in  fu n ctio n  in  th e o ff treatm en t p erio d  T h e rate o f d eclin e in  tim e to  stan d  w as im p ro v ed  b y  4 5 %  in  ed asalo n ex en t cro sso v er p erio d  v s. o ff-treatm en t p erio d  p laceb o  o v er th e 1 2  w eek  trial p erio d  • • T h e ch an g e in  tim e to  stan d  sp eed  w as n u m erically  w o rse fo r ed asalo n ex en t th an  p laceb o  E rro r b ars in  ch art d en o te S E M, ch an g e in  sp eed  n o rm alized  to  1 2  w eek s 1 8  C h an g e in  S p eed  C h an g e in  S p eed
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