
UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549
 

 

FORM 8-K
 

 
CURRENT REPORT

Pursuant to Section 13 or 15(d)
of the Securities Exchange Act of 1934

 
Date of Report (Date of earliest event reported): June 10, 2016

 

 

GLYCOMIMETICS, INC.
(Exact name of registrant as specified in its charter)

 

 
Delaware

(State or other jurisdiction of incorporation)
 

001-36177     06-1686563
(Commission  (IRS Employer

File No.)  Identification No.)
 

 
9708 Medical Center Drive 

Rockville, MD 20850
(Address of principal executive offices and zip code)

 
Registrant’s telephone number, including area code: (240) 243-1201

 
 

(Former name or former address, if changed since last report.)
 

 
Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the
registrant under any of the following provisions:
 
☐     Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
☐     Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
☐     Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
☐     Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))
 
 
 

 



Item 7.01          Regulation FD Disclosure.
 
On June 10, 2016, members of management of GlycoMimetics, Inc. (the “Company”) will present at the European
Hematology Association 21  Congress in Copenhagen, Denmark using a poster showing data from the Phase 1 portion of the
Company’s Phase 1/2 clinical trial of its novel E-selectin antagonist, GMI-1271, combined with induction chemotherapy, in
patients with relapsed/refractory acute myeloid leukemia.  The Company also issued a press release regarding the data from
the Phase 1/2 clinical trial and the presentation. 
 
A copy of the poster to be used during the presentation is furnished as Exhibit 99.1 to this Current Report on Form 8-K and
the press release is furnished as Exhibit 99.2 to this Current Report on Form 8-K. The information contained in this Item 7.01
and in the presentation furnished as Exhibit 99.1 and the press release furnished as Exhibit 99.2 shall not be deemed “filed”
for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), and is not incorporated
by reference into any of the Company’s filings under the Securities Act of 1933, as amended, or the Exchange Act, whether
made before or after the date hereof, except as shall be expressly set forth by specific reference in any such filing.
 
 Item 9.01          Financial Statements and Exhibits.
 
(d)      Exhibits
 
Exhibit No.     Description

99.1  Poster for the European Hematology Association 21  Congress.
   

99.2
 

Press Release, dated June 10, 2016, “GlycoMimetics’ GMI-1271 yields high remission rates and favorable
tolerability in Phase 1 Portion of Phase 1/2 clinical trial for AML.”
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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.

 
      GLYCOMIMETICS, INC.
   
  By: /s/ Brian M. Hahn
Date:  June 10, 2016     Brian M. Hahn
     Chief Financial Officer
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Exhibit 99.1
 

T h e treatm en t o f p atien ts w ith  relap sed  o r refracto ry  acu te m y elo id  leu k em ia (A ML ) rem ain s a sig n ifican t ch allen g e w ith  p o o r o u tco m es p rim arily  d u e to  lo w  rem issio n  rates as w ell as sh o rt rem issio n  d u ratio n . A lth o u g h  cy to to x ic ch em o th erap y  rem ain s th e stan d ard  ap p ro ach  fo r th e treatm en t o f p atien ts w ith  relap sed  o r refracto ry  (R /R ) A ML , n o v el ag en ts are u rg en tly  n eed ed  to  im p ro v e clin ical o u tco m es. T h e reg im en  co n sistin g  o f m ito x an tro n e, eto p o sid e, an d  cy tarab in e (ME C ) is co m m o n ly  u sed  fo r p atien ts w ith  R /R  A ML , w ith  rem issio n  rates o f 2 5 -3 0 % .  E -selectin  is an  ad h esio n  m o lecu le ex p ressed  co n stitu tiv ely  in  th e b o n e m arro w  en d o th eliu m  w h ich  acts as a g atek eep er fo r can cer cells en terin g  th e b o n e m arro w .  B in d in g  o f leu k em ic b lasts to  E -selectin  activ ates leu k em ic cell su rv iv al p ath w ay s, th ereb y  co n trib u tin g  to  ch em o th erap y  resistan ce. L eu k em ic stem  cells in  th e b o n e m arro w  can  b e resistan t to  cy tarab in e treatm en t. In h ib itio n  o f E -selectin  h as b een  sh o w n  to  rev erse ch em o resistan ce, b lo ck  can cer cells fro m  en terin g  th e b o n e m arro w  an d  en h an ce m o b ilizatio n  o f leu k em ic cells o u t o f th e b o n e m arro w . G MI-1 2 7 1  is a n o v el an tag o n ist o f E -selectin , an d  its ad d itio n  in  p reclin ical m o d els b reak s ch em o resistan ce resu ltin g  in  a 9 5 %  red u ctio n  o f leu k em ic stem  cells in  th e b o n e m arro w  o v er cy tarab in e alo n e. G MI-1 2 7 1  sig n ifican tly  im p ro v es su rv iv al ab o v e ch em o th erap y  alo n e in  m u ltip le m o d els o f A ML  an d  o th er h em ato lo g ic m alig n an cies. A  m u lti-cen ter o p en -lab el p h ase 1 /2  trial en ro lled  ad u lts w ith  R /R  A ML  receiv in g  ME C  in d u ctio n  ch em o th erap y .  T h e p rim ary  o b jectiv e w as to  assess safety  o f escalatin g  d o ses o f G MI-1 2 7 1  w h en  co m b in ed  w ith  ME C ; seco n d ary  o b jectiv es w ere to  ch aracterize p h arm aco k in etics (P K ) an d  p h arm aco d y n am ics (P D ), an d  to  o b serv e an ti-leu k em ic activ ity .  E lig ib le p atien ts (E C O G  0 – 2 ) m u st h av e receiv ed  ≤ 2  p rio r in d u ctio n  reg im en s, h av e n o  activ e C N S  d isease, h av e ad eq u ate ren al an d  h ep atic fu n ctio n , ab so lu te b last co u n t ≤ 4 0 ,0 0 0 , an d  n o  m o re th an  o n e p rio r H S C T . A d ju n ctiv e treatm en t w ith  G MI-1 2 7 1  at in creasin g  d o ses w as ad m in istered  co n cu rren t w ith  ch em o th erap y  (2 4  h o u rs p rio r, th ro u g h o u t, an d  4 8  h o u rs p o st ME C ).  ME C  co n sisted  o f m ito x an tro n e 1 0  m g /m 2 /d , eto p o sid e 1 0 0  m g /m 2 /d , an d  cy tarab in e 1 0 0 0  m g /m 2 /d  IV  fo r 5  d ay s an d  su p p o rtiv e care w as g iv en  as p er in stitu tio n al g u id elin es. D o se lim itin g  to x icity  (D L T ) w as assessed  at co u n t reco v ery  o r D ay  4 4  w h ich ev er cam e first.  D L T  w as d efin ed  as eith er
p ersisten t n eu tro p en ia an d /o r th ro m b o cy to p en ia b ey o n d  d ay  4 4  in  th e ab sen ce o f d isease; O R  an y  g rad e 3  n o n -h em ato lo g ic to x icity  th at d id  n o t reso lv e to  G rad e 2  b y  d ay  4 4 . A t E n d  o f T reatm en t (D ay  4 4  o r co u n t reco v ery  if earlier), b o n e m arro w  w as assessed  fo r rem issio n  o f leu k em ia. N o  fo rm al h y p o th esis testin g  w as d o n e; co m p ariso n  to  h isto rical co n tro l o v erall rem issio n  rate o f 2 5 %  w as d o n e u sin g  o n e-sid ed  ex act b in o m ial an aly sis an d  th e C lo p p er an d  P earso n  m eth o d  fo r 9 0 %  C I. S am p les w ere o b tain ed  fo r P K ; sp arse sam p lin g  an d  p o p u latio n  P K  an aly sis m eth o d s w ere ap p lied .  P lasm a w as also  assay ed  b y  E L IS A  fo r sE -selectin  lev els.  Wh o le b lo o d  w as co llected  fo r flo w  cy to m etry ; p erip h eral C D 3 4 +  co u n ts w ere ev alu ated  b y  v alid ated  flo w  assay  at L ab C o rp .   N o  D o se L im itin g  T o x icities w ere seen  in  an y  su b jects N o  d eath s o ccu rred  d u rin g  treatm en t p h ase (4 4  d ay s) A d v erse E v en ts w ere ty p ical fo r ME C  in d u ctio n  ch em o th erap y .  A ll su b jects co m p leted  fu ll co u rse o f G MI-1 2 7 1  an d  ME C  ch em o th erap y  an d  to lerated  co m b in ed  reg im en  w ell Mu co sitis d ev elo p ed  in  5  su b jects (4  in  C o h o rt 1 , 1  in  C o h o rt 2 ), o f w h o m  2  req u ired  IV  n u tritio n  (b o th  in  C o h o rt 1 ).  N o  su b jects in  C o h o rt 3  h ad  A E s o f m u co sitis o r req u ired  IV  n u tritio n . In  to tal, 1 4  su b jects d id  n o t d ev elo p  m u co sitis d u rin g  ME C  in d u ctio n  ch em o th erap y .  S erio u s A d v erse E v en ts (S A E s) rep o rted  in  5 /1 9  su b jects (2 6 % ) 3 /6  in  C o h o rt 1  0 /7  in  C o h o rt 2  2 /6  in  C o h o rt 3  A ll S A E s reso lv ed  d u rin g  treatm en t p h ase; n o n e resu lted  in  d isco n tin u atio n  o f G MI-1 2 7 1  o r ch em o th erap y  In d iv id u al S A E s in clu d ed  sep sis (2 ), p n eu m o n ia (1 ), d ev ice-related  in fectio n  (1 ), en tero co litis (1 ), h y p ern atrem ia (1 ) an d  ad ju stm en t d iso rd er (1 ) P lasm a so lu b le E -selectin  lev els d ecreased  o v er th e treatm en t p erio d  in  all d o se g ro u p s.  T h is resp o n se is seen  b o th  in  m ean  lev els an d  A rea-U n d er-E ffect-C u rv e (A U E C ).  A  d o se-related  d ifferen ce w as n o t seen , su g g estin g  all d o se lev els m ay  b e ab o v e a p lateau  fo r o n -targ et activ ity . P erip h eral C D 3 4 +  cells, in clu d in g  b o th  h em ato p o ietic stem  cells  an d  leu k em ic b lasts, w ere n o t o b serv ed  to  in crease in  th e 2 4  h o u rs after treatm en t w ith  a sen tin el d o se o f G MI-1 2 7 1 .  T o tal p erip h eral C D 3 4 +  co u n ts v aried  w id ely  an d  w ere n o ted  to  b e h ig h er in  su b jects w ith  h ig h  WB C  an d  ab so lu te b last co u n t, b u t d id  n o t ch an g e after G MI-1 2 7 1  ad m in istratio n . P h arm aco k in etic p ro file an d  d o se-
p ro p o rtio n ality  w ere co n sisten t w ith  p rev io u s h ealth y  v o lu n teer stu d ies, w ith  th e ex cep tio n  th at clearan ce w as 2 8 %  lo w er in  p atien ts w ith  A ML  in  th is stu d y . C learan ce o f G MI-1 2 7 1  in  a ty p ical 5 0 -y ear o ld  su b ject w as 1 .2 8  L /h o u r. O v erall, clearan ce o f G MI-1 2 7 1  d ecreased  ab o u t 2 %  p er y ear w ith  ag e, p o ssib ly  as a fu n ctio n  o f ch an g es in  creatin in e clearan ce.  C m ax  an d  d aily  A rea-U n d er-C u rv e (A U C ) at stead y  state are sh o w n  as a fu n ctio n  o f ag e an d  d o se.  We rep o rt th e P h ase 1  clin ical assessm en t o f n o v el E -selectin  an tag o n ist G MI-1 2 7 1 , in  co m b in atio n  w ith  o n e cy cle o f in d u ctio n  ch em o th erap y  (ME C ), in  h eav ily  p retreated , h ig h -risk  p atien ts w ith  relap sed /refracto ry  A ML .  S afety  T h e co m b in atio n  o f G MI-1 2 7 1  w ith  ME C  ch em o th erap y  is w ell to lerated  N o  D o se L im itin g  T o x icities (D L T s)  h av e b een  o b serv ed  in  all 3  co h o rts ev alu ated  P erip h eral co u n ts, in clu d in g  n eu tro p h ils an d  p latelets, reco v ered  b y  D ay  4 4  in  p atien ts ach iev in g  rem issio n  P K /P D  R ed u ctio n  in  sE -selectin  p lasm a lev els co n firm ed  o n -targ et activ ity  fo r all d o se lev els G MI-1 2 7 1  p lasm a lev els w ere ab o v e lev els asso ciated  w ith  an tileu k em ic activ ity  in  an im al m o d els o f A ML  C lin ical O u tco m es A n  O v erall R em issio n  R ate (C R /C R i) o f 4 7 %  w as o b serv ed ; C o m p lete R em issio n  R ate w as 4 2 %    T h is is h ig h er th an  ex p ected  g iv en  th e h ig h  risk  cy to g en etic an d  d isease featu res in  th is g ro u p  R em issio n  d u ratio n  w as su fficien t to  allo w  p atien ts to  p ro ceed  to  salv ag e stem  cell tran sp lan t (N = 5 )  C o n firm ato ry  P h ase 2  ex p an sio n  at 1 0  m g /k g  in  tw o  p atien t p o p u latio n s A rm  A : G MI-1 2 7 1  +  ME C         in  p atien ts w ith  relap sed /refracto ry  A ML  A rm  B : G MI-1 2 7 1  +  (7 + 3 )        in  eld erly  p atien ts w ith  d e n o v o  A ML  (ag e ≥ 6 0  y ears) sE -selectin  in  p lasm a b y  A U E C  at D ay  1  (G MI-1 2 7 1  o n ly ),  D ay  3  (G MI-1 2 7 1  +  ME C ), an d  D ay  8  (G MI-1 2 7 1  o n ly ) Mean  sE -selectin  in  p lasm a o v er tim e, b y  d o se g ro u p  Mean  p lasm a lev els o f G MI-1 2 7 1  o v er tim e, b y  d o se g ro u p  R eferen ces: ·  G reen b erg  et al, J C lin  O n co l (2 0 0 4 ) 2 2 :1 0 7 8 -1 0 8 6 .  ·  F eld m an  et al, J C lin  O n co l (2 0 0 5 ) 2 3 :4 1 1 0 -4 1 1 6 .  ·  Win k ler et al, B lo o d  (2 0 1 4 ) 1 2 4 : 6 2 0 -6 2 0 . O u tco m e R esp o n se R ate N = 1 9  B O N E  MA R R O W R E S P O N S E , n  (% ) C o m p lete R em issio n  (C R ) 8  (4 2 ) C R  w ith  in co m p lete reco v ery  (C R i) 1  (5 ) O R R  =  C R  +  C R i 9  (4 7 ) 9 0 %  C I 2 7 -6 8 %  Mo rp h o lo g ic L eu k em ia-F ree S tate 1  (5 ) P ersisten t D isease 9  (4 7 ) P ro ceed ed  to  H S C T ,
n  (% ) 5  (2 6 ) Mo rtality  3 0  d ay s, n  (% ) 0  (0 ) Mo rtality  6 0  d ay s, n  (% ) 2  (1 1 ) T IME  T O  C O U N T  R E C O V E R Y , Med ian  D ay s A N C  > 5 0 0  3 3  A N C  > 1 0 0 0  3 7  P latelets > 1 0 0 K  3 5  A d v erse E v en t, G rad e 3  o r ab o v e C o h o rt 1  (N = 6 ) C o h o rt 2  (N = 7 ) C o h o rt 3  (N = 6 ) T o tal      (N = 1 9 ) In fectio n s S ep sis 1  (1 7 ) 1  (1 4 ) 3  (5 0 ) 5  (2 6 ) P n eu m o n ia 1  (1 7 ) 2  (2 9 ) 1  (1 7 ) 4  (2 1 ) D ev ice related  in fectio n  2  (3 3 ) 0  (0 ) 0  (0 ) 2  (1 1 ) B acterem ia / F u n g em ia 0  (0 ) 2  (2 9 ) 0  (0 ) 2  (1 1 ) S in u sitis 0  (0 ) 0  (0 ) 1  (1 7 ) 1  (5 ) B lo o d  sy stem  d iso rd ers T h ro m b o cy to p en ia 3  (5 0 ) 2  (2 9 ) 4  (6 7 ) 9  (4 7 ) N eu tro p en ia 3  (5 0 ) 3  (4 3 ) 3  (5 0 ) 9  (4 7 ) A n em ia 3  (5 0 ) 1  (1 4 ) 3  (5 0 ) 7  (3 7 ) Metab o lism  an d  n u tritio n  d iso rd ers E lectro ly te d iso rd ers 2  (3 3 ) 0  (0 ) 2  (3 3 ) 4  (2 1 ) D ecreased  ap p etite 2  (3 3 ) 0  (0 ) 0  (0 ) 2  (1 1 ) R esp irato ry  an d  card io v ascu lar d iso rd ers H y p o x ia 2  (3 3 ) 1  (1 4 ) 1  (1 7 ) 4  (2 1 ) A cu te resp irato ry  d istress sy n d ro m e 0  (0 ) 0  (0 ) 1  (1 7 ) 1  (5 ) C ard iac  d iso rd ers 1  (1 7 ) 0  (0 ) 0  (0 ) 1  (5 ) G astro in testin al d iso rd ers C o litis 2  (3 3 ) 1  (1 4 ) 0  (0 ) 3  (1 6 ) G en eral d iso rd ers  H ead ach e 0  (0 ) 1  (1 4 ) 0  (0 ) 1  (5 ) F atig u e 0  (0 ) 1  (1 4 ) 0  (0 ) 1  (5 ) A sth en ia 1  (1 7 ) 0  (0 ) 0  (0 ) 1  (5 ) A ML  S u b g ro u p  C R /C R i R ate n  (% ) P rim ary  R efracto ry , N = 6  3  (5 0 ) R elap sed , N = 1 3  6  (4 6 ) R elap sed  < 1 2  m o n th s, N = 1 0  3  (3 0 ) R elap sed  > 1 2  m o n th s, N = 3  3  (1 0 0 ) A g e < 6 0  y ears, N = 1 4  7  (5 0 ) A g e ≥ 6 0  y ears, N = 5  2  (4 0 ) C y to g en etics  In term ed iate risk , N = 9  5  (5 6 ) U n fav o rab le risk , N = 1 0  4  (4 0 ) F L T 3 -IT D  m u tated , N = 2  1  (5 0 ) D o se L ev els N  G MI-1 2 7 1  (m g /k g ) C o h o rt 1   6  5  C o h o rt 2  7  1 0  C o h o rt 3  6  2 0  R esu lts o f a P h ase I S tu d y  o f G MI-1 2 7 1 , a P o ten t E -S electin  A n tag o n ist in  C o m b in atio n  w ith  In d u ctio n   C h em o th erap y  in  R elap sed /R efracto ry  A ML : A  N o v el, Well-T o lerated  R eg im en  w ith  a H ig h  R em issio n  R ateC m ax  (left) an d  A U C  (rig h t) o f G MI-1 2 7 1  b y  ag e an d  d o se  T o tal en ro lled  1 9  A g e, m ed ian  (ran g e) 5 1  (2 6 -7 7 ) Male, n  (% ) 1 3  (6 8 ) R efracto ry , n  (% ) 6  (3 2 ) R elap sed , A ll, n  (% ) 1 3  (6 8 ) R elap sed  ≤ 1 2  m o n th s 9  (4 7 ) R elap sed  > 1 2  m o n th s 4  (2 1 ) P rio r T h erap ies, n  (% )   H S C T  4  (2 1 ) 1  In d u ctio n  R eg im en   1 4  (7 4 ) 2  In d u ctio n  R eg im en s 5  (2 6 ) R isk  C ateg o ry  (S WO G ), n  (% )  In term ed iate 9  (4 7 )
U n fav o rab le 1 0  (5 3 ) E C O G  P erfo rm an ce S tatu s   0  6  (3 2 ) 1  7  (3 7 ) 2  6  (3 2 ) C o n flict o f In terest D isclo su res: D JD , JL L , D L B , an d  B A J h av e n o  co n flicts to  rep o rt.  ME O  an d  P S B  receiv e research  fu n d in g  fro m  G ly co Mim etics, In c. JL M an d  H MT  are em p lo y ees o f an d  h av e eq u ity  o w n ersh ip  in  G ly co Mim etics, In c.  F u n d in g  o f th is trial : G ly co Mim etics, In c. C lin icalT rials.g o v  Id en tifier: N C T 0 2 3 0 6 2 9 1  F o r fu rth er in fo rm atio n  p lease co n tact h th ack ray @g ly co m im etics.co m   Mo re in fo rm atio n  o n  th is an d  related  G ly co Mim etics p ro jects can  b e o b tain ed  at g ly co m im etics.co m  B ack g ro u n d  T reatm en t S ch em a S afety  an d  T o lerab ility  R esu lts E fficacy  Meth o d s R esu lts P h arm aco d y n am ics C u rren t S tu d y  S tatu s D em o g rap h ics P h arm aco k in etics C o n clu sio n s 
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GLYCOMIMETICS’ GMI-1271 yields high remission rates and favorable tolerability in Phase 1
PORTION OF PHASE 1/2 clinical trial FOR AML

 
Data presented via poster at European Hematology Association 21st Congress

 

ROCKVILLE, MD, JUNE 10, 2016 –  GlycoMimetics, Inc. (NASDAQ: GLYC) today announced data from the Phase 1

portion of its Phase 1/2 clinical trial of its novel E-selectin antagonist, GMI-1271, combined with induction

chemotherapy, in patients with relapsed/refractory acute myeloid leukemia (AML).  Dose escalation is complete

and a GMI-1271 dose was identified for Phase 2 testing.

The results, presented at the European Hematology Association 21  Congress in Copenhagen, Denmark, showed

an overall response rate (combined complete remission (CR) and remission with incomplete recovery (CRi)) of 47

percent among 19 patients, including those who were older than 60 years of age, with primary refractory or

relapsed disease, poor cytogenetic risk factors including FLT-3 ITDs, and/or extramedullary disease.  Eight of the

19 patients achieved a best clinical response of CR, one patient achieved CRi, and one patient achieved

morphologic leukemia-free state (MLFS).  Five of the 19 patients went on to receive a hematopoietic stem cell

transplant.  There was no mortality reported during the treatment phase of 44 days, and no dose-limiting toxic

reactions were observed among participants. Pharmacokinetic (PK) data showed a dose-dependent increase in

plasma concentrations of GMI-1271, above levels associated with anti-leukemic activity in animal models of

AML. In addition, biomarker analysis confirmed on-target activity for  GMI-1271 at all dose levels.  During dose

escalation, patients received only one cycle of treatment with GMI-1271.  As part of the Phase 2 expansion,

certain patients will be eligible to receive more than one cycle of treatment. 

 

st



“The data from the Phase 1 portion of this Phase1/2 trial are very encouraging, demonstrating a high remission

rate; and the combination of GMI-1271 and chemotherapy seems to be extremely well tolerated,” said Daniel J.

DeAngelo, M.D., Ph.D., Director of Clinical and Translational Research, Adult Leukemia, Department of Medical

Oncology, Dana-Farber Cancer Institute, and Associate Professor of Medicine, Harvard Medical School.   “We

believe GMI-1271 when combined with chemotherapy has the potential to address the unmet therapeutic needs

of AML patients, and we look forward to gathering data from study of additional patients.”

The poster (P191), entitled “Results of a Phase 1 study of GMI-1271, a potent E-selectin antagonist in

combination with induction chemotherapy in relapsed/refractory AML: a novel, well-tolerated regimen with a

high remission rate,” is available here and will be displayed as part of a poster session scheduled for 5:15 p.m.

CET today.

AML is a cancer of immature white blood cells that starts in the bone marrow but can quickly spread into the

blood, lymph nodes, liver, spleen, central nervous system and soft tissues. Each year in the United States, about

19,900 people (usually older than 45 years of age) are diagnosed, and about 10,400 people die from all forms of

the disease, according to the American Cancer Society. Chemotherapeutic methods among patients with

relapsed/refractory AML have low remission rates, typically between 25 and 30 percent.

GlycoMimetics recently announced that the first patient with relapsed or refractory AML has been dosed in the

Phase 2 portion of the ongoing clinical trial of GMI-1271. This clinical trial is a multinational open-label study

evaluating endpoints for safety, PK and efficacy of GMI-1271 in combination with induction chemotherapy in

patients with high-risk AML. This trial is being conducted at a number of academic medical institutions in the

United States, Ireland, and Australia.  While the primary objective is to assess safety, additional endpoints

include overall response rate, biomarkers of activity, durability of response and overall survival. The Phase 2

portion of the trial is expected to include approximately 25 participants over 18 years of age with relapsed or

refractory AML and approximately 25 participants over 60 years of age who are newly diagnosed.

 



About GMI-1271

GMI-1271 is designed to block E-selectin (an adhesion molecule on cells in the bone marrow) from binding with

AML cells as a targeted approach to disrupting well-established mechanisms of leukemic cell resistance within the

bone marrow microenvironment. Preclinical research points to the drug’s potential role in moving cancerous cells

out of the protective environment of the bone marrow where they hide and escape the effects of

chemotherapy. In preclinical studies using animal models of AML, the results of which were presented at

meetings of the American Society of Hematology (ASH), GMI-1271 was also associated with a reduction of

chemotherapy-induced neutropenia and chemotherapy-induced mucositis.  

About GlycoMimetics, Inc.

GlycoMimetics is a clinical-stage biotechnology company focused on sickle cell disease and

cancer.  GlycoMimetics’ most advanced drug candidate, rivipansel, a pan-selectin antagonist, is being developed

for the treatment of vaso-occlusive crisis in sickle cell disease and is being evaluated in a Phase 3 clinical trial being

conducted by its strategic collaborator, Pfizer. GlycoMimetics’ wholly-owned drug candidate, GMI‑1271, an E-

selectin antagonist, is being evaluated in an ongoing Phase 1/ 2 clinical trial as a potential treatment for AML.

GlycoMimetics expects to file an investigational new drug application (IND) with the U.S. Food and Drug

Administration (FDA) for a third drug candidate, GMI-1359, a combined CXCR4 and E-selectin antagonist, in the

third quarter of 2016. GlycoMimetics is located in Rockville, MD in the BioHealth Capital Region. Learn more at

www.glycomimetics.com.

# # #

Source: GlycoMimetics
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