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On June 23, 2017, Akari Therapeutics, Plc, (the “Company”) issued a press release announcing that it is presenting a poster at the 22nd Congress of

the European Hematology Association (EHA) in Madrid, Spain containing data for the four patients, to date, who have completed the Company’s ongoing
Phase II trial of Coversin in paroxysmal nocturnal hemoglobinuria (PNH). A copy of the press release and poster are attached hereto as Exhibit 99.1 and 99.2
respectively, and are incorporated herein by reference.

 
The information contained in this report (including the exhibits hereto) is hereby incorporated by reference into the Company’s Registration

Statement on Form S-3, File No. 333-207443, Form S-8 (No. 333-198109 and 333-207444), Registration Statement on Form F-3 File No. 333-198107, and
the Registration Statements on Post-Effective Amendments to Form F-1 on Form F-3 (333-185247, 333-187826 and 333-191880).
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Exhibit 99.1

 
Akari Therapeutics to Present Data from Phase 2 PNH Trial of Coversin at the 22nd Congress of the European Hematology Association

 
NEW YORK and LONDON, June 23, 2017 -- Akari Therapeutics (NASDAQ: AKTX), a clinical-stage biopharmaceutical company, is presenting a poster
today at the 22nd Congress of the European Hematology Association (EHA) in Madrid, Spain containing data for the four patients, to date, who have
completed its ongoing Phase 2 trial of Coversin in paroxysmal nocturnal hemoglobinuria (PNH). Coversin is a second-generation complement inhibitor that
is capable of being a self-administered subcutaneous injection.
 
The poster can be found here:
 

http://akaritx.com/wp-content/uploads/2017/06/EHA_POSTER_23JUN2017.pdf
 

About Akari Therapeutics Plc
 
Akari is a clinical-stage biopharmaceutical company focused on the development and commercialization of life-transforming treatments for a range of rare
and orphan autoimmune and inflammatory diseases caused by dysregulation of complement C5 and Leukotriene B4 (LTB4), including paroxysmal nocturnal
hemoglobinuria (“PNH”), atypical Hemolytic Uremic Syndrome (“aHUS”), and Guillain Barré syndrome (“GBS”). Akari’s lead product candidate, Coversin™
complement inhibitor, a second-generation complement inhibitor, has shown it can act on complement component-C5, preventing the release of C5a and the
formation of C5b–9 (also known as the membrane attack complex or MAC), and independently also inhibits LTB4 activity. C5 inhibition is growing in
importance in a range of rare autoimmune diseases related to dysregulation of the complement component of the immune system, including PNH, aHUS, and
GBS. Exploiting the power of nature, Akari is also developing other tick derived proteins and expects to bring additional compounds to clinical trials over
the next several years. The pipeline is focused on developing bioengineered versions of native tick salivary proteins that act as anti-inflammatory
compounds allowing the tick to remain on its host. These compounds include PGP sparing LTB4 inhibitors, classical and alternative complement inhibitors,
anti-histamines, and serotonin inhibitors as examples. Akari is also developing engineered forms that allow for potential oral absorption, as, for example, a
potential orally absorbed C5 inhibitor, and tissue specific proteins, as, for example, Coversin™ that acts specifically at the neuromuscular junction for
diseases like myasthenia gravis.
 

 



 

 
Cautionary Note Regarding Forward-Looking Statements
 
Certain statements in this press release constitute “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995.
These forward-looking statements reflect our current views about our plans, intentions, expectations, strategies and prospects, which are based on the
information currently available to us and on assumptions we have made. Although we believe that our plans, intentions, expectations, strategies and
prospects as reflected in or suggested by those forward-looking statements are reasonable, we can give no assurance that the plans, intentions, expectations or
strategies will be attained or achieved. Furthermore, actual results may differ materially from those described in the forward-looking statements and will be
affected by a variety of risks and factors that are beyond our control. Such risks and uncertainties for our company include, but are not limited to: needs for
additional capital to fund our operations, an inability or delay in obtaining required regulatory approvals for Coversin and any other product candidates,
which may result in unexpected cost expenditures; risks inherent in drug development in general; uncertainties in obtaining successful clinical results for
Coversin and any other product candidates and unexpected costs that may result therefrom; failure to realize any value of Coversin and any other product
candidates developed and being developed in light of inherent risks and difficulties involved in successfully bringing product candidates to market;
inability to develop new product candidates and support existing product candidates; the approval by the FDA and EMA and any other similar foreign
regulatory authorities of other competing or superior products brought to market; risks resulting from unforeseen side effects; risk that the market for
Coversin may not be as large as expected; inability to obtain, maintain and enforce patents and other intellectual property rights or the unexpected costs
associated with such enforcement or litigation; inability to obtain and maintain commercial manufacturing arrangements with third party manufacturers or
establish commercial scale manufacturing capabilities; the inability to timely source adequate supply of our active pharmaceutical ingredients from third
party manufacturers on whom the company depends; our inability to obtain additional capital on acceptable terms, or at all; unexpected cost increases and
pricing pressures; uncertainties of cash flows and inability to meet working capital needs; and risks and other risk factors detailed in our public filings with
the U.S. Securities and Exchange Commission, including our Annual Report on Form 20-F filed on March 31, 2017. Except as otherwise noted, these
forward-looking statements speak only as of the date of this press release and we undertake no obligation to update or revise any of these statements to reflect
events or circumstances occurring after this press release. We caution investors not to place considerable reliance on the forward-looking statements
contained in this press release.
 
Contact:
Investor Contact:
The Trout Group
Lee Stern
lstern@troutgroup.com
646–378–2922
Media Contact:
Susan Forman / Laura Radocaj
DGI Comm
(212) 825-3210
 
 

 

 



Exhibit 99.2

• N o  S A E s w ere rep o rted  an d  C o v ersin  , w h ich  w as self - ad m in istered  b y  all fo u r p atien ts, w as w ell to lerated . A E s asso ciated  w ith  th e ad m in istratio n  o f m o n o clo n al an tib o d ies su ch  as h ead ach e, n au sea an d  b ack ach e w ere ab sen t, ex cep t fo r a sin g le rep o rted  o ccu rren ce o f h ead ach e. • In  th is trial, an  ascen d in g  d o se d esig n  w as u sed  fo r reaso n s o f safety . A ll fo u r p atien ts ex p erien ced  co m p lete term in al co m p lem en t in h ib itio n . D o se in creases d u rin g  th e trial, in  3  o f th e 4  p atien ts, m ay  h av e b een  d u e to  an  in itial su b  - o p tim al d o sin g  reg im e. N o  n eu tralisin g  an tib o d ies w ere o b serv ed . Q u ality  o f life im p ro v ed  fo r all fo u r p atien ts b y  th e en d  o f th e trial. • N o n e o f th e fo u r p atien ts req u ired  tran sfu sio n  d u rin g  th e trial, w h ile 3  o u t o f 4  p atien ts req u ired  tran sfu sio n s d u rin g  th e 3  m o n th s p reced in g  th e trial . • A ll fo u r p atien ts w h o  co m p leted  th e trial rem ain  o n  C o v ersin  in  th e lo n g  - term  safety  an d  efficacy  stu d y  an d  are self - ad m in isterin g  a sin g le su b cu tan eo u s d aily  d o se. • T o  p ro v id e co n firm ato ry  in fo rm atio n  fo r th e p ro p o sed  P h ase 3  trial p lan n ed  to  start Q 4  2 0 1 7 , A k ari p lan s to  en ro l ad d itio n al p atien ts in  th is P h ase 2  trial u sin g  a rev ised  d o sag e reg im e u n d er a p ro to co l am en d m en t. In tro d u ctio n  C o v ersin  , a n o v el C 5  co m p lem en t in h ib ito r, fo r th e treatm en t o f P N H : resu lts o f a P h ase 2  clin ical trial A n ita H ill 1  , Wy n n e Westo n  - D av ies 2  , Jerzy  Win d y g a 3  , T ad u esz R o b ak  4  , A n d rzej H ellm an  5  , Mo rag  G riffin  1  , T alh a Mu n h ir 1  , A n n a S zm ig ielsk a - K ap lo n  4  , A g n iezk a P iek arsk a 5  , Miles N u n n  2 ,6  1  D ep artm en t o f H aem ato lo g y  , S t Jam es’s U n iv ersity  H o sp ital , L eed s, U K ; 2  A k ari T h erap eu tics P lc , L o n d o n , U K  an d  N ew  Y o rk , U S A  ; 3  D ep artm en t o f D iso rd ers H aem astasis an d  In tern al Med icin e, IH IT  In sty tu t H aem o to lo g ii I T ran sfu zjo lo g ii , Warsaw , P o lan d  ; 4  D ep artm en t o f H aem ato lo g y  , Med ical U n iv ersity  o f L o d z, P o lan d  ; 5  D ep artm en t o f H aem ato lo g y  an d  T ran sp lan to lo g y  , Med ical U n iv ersity  o f G d an sk , P o lan d  ; 6  H aem ato lo g y  R esearch  U n it, U n iv ersity  C o lleg e L o n d o n , U K  2 2  n d  C o n g ress o f th e E u ro p ean  H eam ato lo g y  A sso ciatio n , Mad rid , S p ain . Ju n e 2 2  - 2 5 , 2 0 1 7 . Meth o d s C o n clu sio n s A ll p atien ts en ro lled  in  th e trial h ad  a d iag n o sis o f P N H  co n firm ed  b y  flo w  cy to m etry . P atien ts w ere elig ib le fo r in clu sio n  w h eth er o r n o t th ey  h ad  a h isto ry  o f tran sfu sio n  d ep en d en ce. T h e lo w er ag e lim it fo r in clu sio n  w as 1 8  y ears, w ith  n o  u p p er ag e lim it. A  fix ed  d o se reg im e w as u sed  fo r all p atien ts w ith  w eig h t lim its o f 5 0  –  1 0 0 k g . P atien ts w ere

req u ired  to  atten d  a h aem ato lo g y  clin ic fo r 2  d ay s w h ilst C o v ersin  th erap y  w as in itiated  . A fter in stru ctio n , p atien ts w ere en co u rag ed  to  start self - in jectio n  as so o n  as p o ssib le. N u rsin g  su p p o rt at h o m e w as p ro v id ed , if req u ested , fo r th e first m o n th  o f th e trial. P atien ts atten d ed  th eir in v estig ato r’s clin ic at least w eek ly  fo r th e first m o n th  an d  th en  m o n th ly  u n til th e en d  o f th e trial. T erm in al co m p lem en t activ ity  an d  clin ical resp o n se w ere m o n ito red . A ll p atien ts co m p leted  d aily  d iary  card s to  reco rd  d o sin g  an d  ad v erse ev en ts (A E s). E O R T C  - 3 0  an d  E Q  - 5 D  - 5 L  q u ality  o f life in stru m en ts w ere u sed  to  assess g lo b al h ealth care statu s. T reatm en t started  w ith  an  ab latin g  p h ase co n sistin g  o f a sin g le 6 0 m g  in jectio n  fo llo w ed  b y  3  d o ses o f 3 0 m g  1 2  h o u rs ap art. A n  in itiatio n  p h ase o f 2 6  d ay s fo llo w ed  d u rin g  w h ich  p atien ts receiv ed  1 5 m g  1 2  h o u rly  d o ses. U p w ard  d o se titratio n  to  2 2 .5 m g  1 2  h o u rly  w as allo w ed  d u rin g  th is p erio d  in  th e ev en t o f in ad eq u ate clin ical resp o n se. O n  D ay  2 8 , p atien ts m o v ed  to  a sin g le d o se o f eith er 3 0 m g  o r 4 5 m g  ev ery  2 4  h o u rs. T h e trial p ro to co l p erm itted  an  in crease o f d o se d u rin g  th is p erio d  fro m  3 0 m g  to  4 5 m g  o r to  sp lit th e 4 5 m g  d o se in to  tw o  2 2 .5 m g  d o ses, in jected  at 1 2  h o u r in terv als if th e resp o n se w as in ad eq u ate. A fter th e 9 0  d ay  trial, p atien ts h ad  th e o p tio n  to  co n tin u e C o v ersin  treatm en t u n d er a lo n g  - term  safety  an d  efficacy  p ro to co l (C O N S E R V E ). F ig  2  , left: L D H  p lo tted  as a m u ltip le o f U L N  fo r th e 4  p atien ts w h o  rem ain ed  in  th e P h ase 2  trial an d  as th e m ean  o f m u ltip le U L N . F ig  2 , rig h t: A S T  o v er th e sam e p erio d  0  1  2  3  4  5  6  7  8  0  1 4  2 8  4 2  5 6  7 0  8 4  L D H  x  U L N  D ay  sin ce first d o se Mean  P atien t A  P atien t B  P atien t C  P atien t D  F ig  1 , left: T erm in al co m p lem en t activ ity  m easu red  b y  Micro V U E  C H 5 0  E L IS A  fo r th e 4  P N H  p atien ts w h o  rem ain ed  in  th e P h ase 2  trial. F ig  1 , rig h t: D etail o n set C H 5 0  in h ib itio n  0 .0  6 0 .0  1 2 0 .0  1 8 0 .0  2 4 0 .0  0  1 4  2 8  4 2  5 6  7 0  8 4  0  6 0  1 2 0  1 8 0  2 4 0  0  1 4  2 8  4 2  5 6  7 0  8 4  C H 5 0  U  E q  /m L  0 .0  2 5 .0  5 0 .0  7 5 .0  1 0 0 .0  0  1 4  2 8  4 2  5 6  7 0  8 4  P atien t A  P atien t B  P atien t C  P atien t D  D ay s sin ce first d o se 0 .0  5 0 .0  1 0 0 .0  1 5 0 .0  2 0 0 .0  2 5 0 .0  3 0 0 .0  0  6  1 2  1 8  2 4  3 0  3 6  4 2  4 8  C H 5 0  U  E q /m L  H o u rs sin ce first d o se P atien t A  P atien t B  P atien t C  P atien t D  P atien t E  0  2 5  5 0  7 5  1 0 0  0

1 4  2 8  4 2  5 6  7 0  8 4  0  2 0  4 0  6 0  8 0  1 0 0  1 2 0  1 4 0  0  1 4  2 8  4 2  5 6  7 0  8 4  A S T  (U /L ) D ay  sin ce first d o se Mean  P atien t A  P atien t B  P atien t C  P atien t D  F ig  3  , left: N u m b er o f u n its o f p ack ed  red  b lo o d  cells (P R B C ) tran sfu sed  to  p atien ts p rio r to  an d  d u rin g  th e 9 0  d ay  trial. F ig  3 , rig h t: H aem o g lo b in  lev els fo r 4  p atien ts in  trial 0  2  4  6  8  1 0  1 2  U n its P R B C  P atien t B  P atien t C  P atien t D  N o n e o f th e fo u r p atien ts req u ired  tran sfu sio n  d u rin g  th e trial w h ile 3  o u t o f 4  p atien ts req u ired  a to tal o f 1 0  u n its P R B C  d u rin g  th e 3  m o n th s p reced in g  th e trial (F ig u re 3 , left). P atien t A  h ad  n o  h isto ry  o f tran sfu sio n . H aem o g lo b in  lev els fo r th e 4  p atien ts are sh o w n  in  (F ig u re 3 , rig h t). F o r tw o  p atien ts (A  an d  D ), th ere w as essen tially  n o  ch an g e in  h aem o g lo b in  lev els fro m  D ay  1  to  D ay  9 0 . F o r th e o th er tw o  p atien ts, h aem o g lo b in  lev els in creased  b y  1 9 %  (p atien t B ) an d  d ecreased  b y  1 4  %  (p atien t C ) fro m  D ay  1  to  D ay  9 0 . R esu lts T ab le 1  : P atien t D em o g rap h ics F iv e p atien ts h av e b een  en ro lled  in  th e stu d y  to  d ate. P atien t d em o g rap h ics are sh o w n  in  T ab le 1 . T h e d u ratio n  b etw een  in itial d iag n o sis an d  in itiatio n  o f C o v ersin  th erap y  ran g ed  fro m  8 .5  to  7 9  m o n th s (m ean  4 4  m o n th s). F o u r p atien ts co m p leted  th e 9 0  d ay  stu d y  p er p ro to co l an d  m o v ed  in to  th e lo n g  - term  safety  an d  efficacy  stu d y . O n e p atien t (P atien t E  ) w ith  a su sp ected  co  - m o rb id ity  u n related  to  th e treatm en t w as w ith d raw n  fro m  th e stu d y  o n  D ay  4 3  . T h e stu d y  d ru g  w as w ell to lerated  an d  p atien ts rep o rted  n o  d ifficu lty  w ith  self ad m in istratio n . T h ere w ere n o  serio u s ad v erse ev en ts ( S A E s). T h e m o st co m m o n ly  rep o rted  A E  s w ere m ild  to  m o d erate in jectio n  site reactio n s w h ich  d eclin ed  to w ard s th e en d  o f th e trial. N o n e o f th e A E s req u ired  sp ecific treatm en t o r w ere sev ere en o u g h  to  cau se d isco n tin u atio n  o f th e stu d y  d ru g . A  fu ll listin g  o f A E s is sh o w n  in  T ab le 2 . A d v erse E v en t R elated  T ab le 2  : A d v erse E v en ts P o ssib ly  related  In jectio n  site reactio n  2 4  (3 2 % ) 4 1  (5 4 % ) R ash  2  (3 % ) H y p o p h o sp h ataem ia 2  (3 % ) H y p o p ro tein aem ia 2  (3 % ) A b d o m in al d isco m fo rt 1  (1 .3 % ) A rth ralg ia 1  (1 .3 % ) H ead ach e 1  (1 .3 % ) D ecreased  n eu tro p h il co u n t 1  (1 .3 % ) D ecreased  WB C  co u n t 1  (1 .3 % ) T O T A L  2 4  (3 2 % ) 5 2  (6 8 % ) R esu lts o f th e E O R T C  - 3 0  q u ality  o f life in stru m en t are sh o w n  in  F ig u re 4  an d  sh o w  an  im p ro v em en t at th e en d  o f th e trial fo r all fo u r p atien ts. T h e fifth  p atien t

h as in co m p lete q u ality  o f life d ata, as h e w as w ith d raw n  fro m  th e trial d u e to  a su sp ected  co m o rb id ity . Im m u n o g en icity  w as an aly sed , all 5  p atien ts d ev elo p ed  lo w  titre an tib o d ies b u t n o  n eu tralisin g  an tib o d ies w ere o b serv ed  . 1 2  –  9  9  –  6  6  –  3  3  –  0  0  –  3  Mo n th s p rio r to  start o f trial T rial P aro x y sm al n o ctu rn al h aem o g lo b in u ria (P N H ) is a rare acq u ired  life - th reaten in g  d isease, ch aracterized  b y  co m p lem en t in d u ced  h aem o ly sis an d  a h ig h  in cid en ce o f th ro m b o sis. C o v ersin  , a sm all (1 6 .8 k D a) p ro tein  C 5  co m p lem en t in h ib ito r, o rig in ally  d eriv ed  fro m  th e h aem ato p h ag o u s tick  O rn ith o d o ro s m o u b ata , is b ein g  d ev elo p ed  as a th erap y  fo r P N H . C o v ersin  is ad m in istered  b y  su b cu tan eo u s in jectio n  an d  can  b e self - ad m in istered , m ak in g  it p o ssib le fo r p atien ts to  treat th em selv es at h o m e. F o llo w in g  co m p letio n  o f P h ase 1  clin ical trials in  h ealth y  h u m an  v o lu n teers, a P h ase 2  o p en  lab el 9 0  d ay  trial w as in itiated  D ecem b er 2 0 1 6 . E n ro lled  p atien ts h ad  n o t p rev io u sly  receiv ed  an ti - co m p lem en t th erap y . P resen ted  h ere are th e resu lts o f th e first fo u r p atien ts to  co m p lete th e P h ase 2  trial. T h e O B JE C T IV E S  o f th e trial w ere to  assess th e safety  an d  to lerab ility  o f C o v ersin  , th e efficacy  o f th e d o sin g  reg im e an d  w h eth er self - in jectio n  b y  p atien ts is w ell - accep ted  . A ll p atien ts h ad  a C H 5 0  lev el b elo w  th e lim it o f q u an tificatio n  ( <  8  C H 5 0  U  E q  /m L ) after th e ab latin g  p h ase in d icatin g  to tal b lo ck ad e o f th e term in al co m p lem en t p ath w ay  (F ig u re 1 ). A ll 4  p atien ts saw  d eclin es in  L D H  lev els (F ig u re 2 , left). T h e p rim ary  en d  p o in t o f L D H  <  1 .8 X  U L N  at D ay  2 8  w as ach iev ed  b y  tw o  p atien ts. L D H  as a m u ltip le o f U L N  ( x U L N  ) fo r th e 4  p atien ts (A , B , C  an d  D ) at D ay  2 8  w as resp ectiv ely  1 .4 , 2 .2 , 2 .5  an d  1 .4 ; at D ay  6 0  1 .5 , 2 .1 , 1 .8  an d  1 .5 ; an d  at D ay  9 0  1 .6 , 2 .4 , 2 .0  an d  1 .9 . A sp artate am in o tran sferase (A S T ) lev els p ro v id e an o th er m easu re o f cellu lar h aem o ly sis, A S T  d ecreased  fo llo w in g  in itiatio n  o f d o sin g  (F ig u re 2 , rig h t ). T h ree o f fo u r p atien ts w ere u p d o sed  . P  atien t A  an d  B  w ere u p d o sed  fro m  3 0 m g  to  4 5 m g  o n ce d aily  at D ay s 4 0  an d  5 4 , resp ectiv ely  . P atien t C  w as u p d o sed  to  2 2 .5 m g  tw ice d aily  at D ay  2 4  an d  m o v ed  to  4 5 m g  o n ce d aily  at D ay  6 7 . P atien t B , th e last in  to  d ate, d id  n o t see a d eclin e in  L D H  w ith  u p d o sin g  alth o u g h  h is h aem o g lo b in  lev el ro se after D ay  6 7 . 0 .0 0  2 .0 0  4 .0 0  6 .0 0  8 .0 0  1 0 .0 0  1 2 .0 0  1 4 .0 0  1 6 .0 0  0  1 4  2 8  4 2  5 6  7 0  8 4  H aem o g lo b in  g /d L  D ay s sin ce first d o se

P atien t A  P atien t B  P atien t C  P atien t D  F ig  4 : E O R T C  - 3 0  sco res all 5  p atien ts N o te : T h e p reced in g  d ata is fro m  th e eC R F s fro m  Med p ace , w h ich  w ill b e au d ited  at th e en d  o f th e P h ase 2  trial. T h e ex cep tio n  is th e C H 5 0  an d  im m u n o g en icity  d ata w h ich  is fro m  U C L  cen tral lab . T o  co n tact A k ari p h o n e: + 4 4  2 0  8 0 0 4  0 2 6 7  C h aracteristic F ig u re R ace, n (% ) C au casian  5  (1 0 0 % ) Male : F em ale 4 :1  A g e, y ears Mean  4 5 .2  R an g e 2 2 -6 9  Weig h t, k g  Mean  7 6  R an g e 6 6 -8 4  
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