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Item 7.01 Regulation FD Disclosure.  
CryoLife, Inc. (the “Company”) is furnishing the presentation slides attached as Exhibit 99.1 to this

Current Report, which the Company will present at meeting of Atlanta Unlimited Investments LLC on February
15, 2016 and may from time to time use in other conferences or conversations with investors and analysts. This
presentation will also be posted on the investor relations portion of the Company’s website, www.cryolife.com,
during the time period when it is used by the Company.

The information furnished in this Current Report and the exhibit attached hereto, shall not be deemed
“filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or
incorporated by reference in any filing under the Securities Act of 1933, as amended, or the Exchange Act,
except as shall be expressly set forth by specific reference in such a filing.

 Item 9.01 Financial Statements and Exhibits.
 (d) Exhibits.
   
Exhibit

No.  Description
   
99.1*  CryoLife, Inc. Investor Presentation, dated February 15, 2016
* Furnished herewith, not filed.
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Exhibit 99.1

 

 Fo rw ard  Lo o kin g State m e n t    State m e n ts m ad e  in  th is p re se n tatio n  th at lo o k fo rw ard

in  tim e  o r th at e xp re ss m an age m e n t's b e lie fs, e xp e ctatio n s, o r h o p e s are   fo rw ard -lo o kin g state m e n ts w ith in  th e  m e an in g o f th e  P rivate  Se cu ritie s Litigatio n  R e fo rm  A ct o f 1 9 9 5 . Su ch  fo rw ard -lo o kin g  state m e n ts re fle ct th e  vie w s o f m an age m e n t at th e  tim e  su ch  state m e n ts are  m ad e . Th e se  state m e n ts in clu d e  th o se  re gard in g  C ryo Life ’s ab ility to  b e co m e  a le ad e r in  p ro vid in g u n iq u e  an d  d iffe re n tiate d  te ch n o lo gie s an d  so lu tio n s fo r p atie n ts w ith  stru ctu ral  h e art d ise ase  th at w ill im p ro ve  clin ical o u tco m e s as w e ll as re d u ce  o ve rall co st to  th e  h e alth care  syste m ; th e  ab ility o f o u r p ro d u ct  p o rtfo lio  to  d rive  gro w th ; th e  ab ility o f th e  O n -X  acq u isitio n  to  acce le rate  gro w th  an d  e xp an d  gro ss m argin s; th e  e xp e cte d  gro w th   o f th e  m arke t fo r o u r ao rtic h e art valve s d u e  to  d e m o grap h ics an d  d e vice  ad o p tio n ; o u r e xp e ctatio n s th at o u r 2 0 1 6  re ve n u e  an d   gro ss m argin s fo r B io G lu e  sale s in  Fran ce  w ill im p ro ve  fro m  2 0 1 4  as a re su lt o f o u r m o ve  to  a d ire ct sale s m o d e l in  Fran ce ; o u r  e xp e ctatio n  th at th e re  w ill b e  ad d itio n al u p sid e  fo r o u r p ro d u ct sale s in  Fran ce  as w e  le ve rage  d ire ct sale s o f o u r fu ll p ro d u ct  p o rtfo lio  in  Fran ce ; o u r ab ility to  e xp an d  o u r sale s o f B io G lu e  in  Jap an  as a re su lt o f re ce ivin g in  2 0 1 5  an  e xp an d e d  in d icatio n  fo r  B io G lu e  fo r u se  in  th o racic an e u rysm , B e n tall &  LV A D  p ro ce d u re s; o u r e xp e ctatio n s re gard in g o u r ab ility to  e xe cu te  o n  o u r clin ical  trial fo r B io G lu e  in  C h in a an d  th e  tim e lin e  fo r th at clin ical trial; o u r e xp e ctatio n s re gard in g th e  ab ility o f th e  O n -X  tran sactio n  to   e n h an ce  o u r gro w th  p ro file , in cre ase  o p p o rtu n itie s fo r cro ss se llin g, d rive  m argin  e xp an sio n , p ro vid e  C ryo Life  w ith  a n e w   ad d re ssab le  m arke t o p p o rtu n ity o f $ 2 2 0 M M , ge n e rate  h igh ly attractive  m argin s, facilitate  in cre ase d  ad o p tio n  o f O n -X

p o rtfo lio   p e n e tratio n , e n h an ce  an d  le ve rage  o u r e xistin g d ire ct sale s o rgan izatio n , an d  stre n gth e n  o u r strate gic fo cu s o n  ao rtic an d  m itral  valve  re p air an d  re p lace m e n t su rge ry; th e  ab ility o f th e  IN R  in d icatio n  fo r th e  O n -X  valve  o f 1 .5  to  2 .0 , to  b e  a sign ifican t  d iffe re n tiato r, d istin ct co m p e titive  ad van tage  an d  catalyst fo r u s to  ach ie ve  m arke t le ad e rsh ip  in  th e  m e ch an ical h e art valve   m arke t; o u r b e lie f th at co m p e llin g clin ical d ata re gard in g th e  O n -X  valve  su p p o rts fu tu re  gro w th ; o u r b e lie f re gard in g th e  ab ility to   in cre ase  p h ysician  fam iliarity w ith  th e  O n -X  h e art valve  an d  in cre ase  th e  p e rce n t o f h o sp itals sto ckin g th e  O n -X  h e art valve ; o u r  b e lie f in  o u r ab ility to  in cre ase  re ve n u e s th ro u gh  d iffe re n ti

 



ate d  p ro d u cts su ch  as P h o to Fix; o u r e xp e ctatio n s re gard in g o u r ab ility to   e xe cu te  o n  th e

P e rC lo t clin ical trial an d  o u r b e lie f th at w e  can  o b tain  P M A  ap p ro val fo r P e rC lo t in  th e  U S b y 2 0 1 9 ; th e  an ticip ate d   b e n e fits fo r o u r b u sin e ss d e ve lo p m e n t p ro gram , in clu d in g d o u b le  d igit C A G R  in  ad ju ste d  n o n -G A A P  e arn in gs fro m  2 0 1 6  –  2 0 2 0 ; an d   o u r b e lie fs re gard in g o u r e xp e ctatio n s fo r fin an cial p e rfo rm an ce  in  2 0 1 6 . Th e se  fo rw ard -lo o kin g state m e n ts are  su b je ct to  a n u m b e r  o f risks, u n ce rtain tie s, e stim ate s, an d  assu m p tio n s th at m ay cau se  actu al re su lts to  d iffe r m ate rially fro m  cu rre n t e xp e ctatio n s.  Th e se  risks an d  u n ce rtain tie s in clu d e  th e  risk facto rs d e taile d  in  o u r Se cu ritie s an d  Exch an ge  C o m m issio n  filin gs, in clu d in g o u r Fo rm   1 0 -K  fo r th e  ye ar e n d e d  D e ce m b e r 3 1 , 2 0 1 4  an d  o u r su b se q u e n t filin gs w ith  th e  SEC , in clu d in g o u r Fo rm  1 0 -K  fo r ye ar e n d e d   D e ce m b e r 3 1 , 2 0 1 5 . C ryo Life  d o e s n o t u n d e rtake  to  u p d ate  its fo rw ard -lo o kin g state m e n ts.

 



 



 



 C ryo Life  V isio n  Slid e    B e co m e  a le ad e r in  p ro vid in g u n iq u e  an d

 d iffe re n tiate d  te ch n o lo gie s an d  so lu tio n s fo r p atie n ts  w ith  stru ctu ral h e art d ise ase  th at w ill im p ro ve  clin ical  o u tco m e s as w e ll as re d u ce  th e  o ve rall co st to  th e   h e alth care  syste m

 



In ve stm e n t R atio n ale    Estab lish e d  P ro d u ct P o rtfo lio  D rivin g P ro fitab le  G ro w th    O n -X

A cq u isitio n  A cce le rate s G ro w th  an d  M argin  Exp an sio n    H igh ly Exp e rie n ce d  D ire ct Sale s O rgan izatio n    A ctive  B u sin e ss D e ve lo p m e n t P ro gram    P ro ve n  Le ad e rsh ip

 



R e ce n t A d d itio n s to  Le ad e rsh ip  Te am    P A T M A C K IN , C h airm an , P re sid e n t &

C h ie f Exe cu tive  O ffice r    2 0  +  Ye ars Exp e rie n ce     P re vio u s C o m p an ie s: M e d tro n ic, G e n zym e , D e kn ate l/Sn o w d e n -P e n ce r    Ed u catio n : B .S. U n ite d  State s M ilitary A cad e m y at W e st P o in t an d  M .B .A . K e llo gg G rad u ate  Sch o o l o f M an age m e n t  at N o rth w e ste rn  U n ive rsity   JEA N  H O LLO W A Y, Se n io r V ice  P re sid e n t, G e n e ral C o u n se l &  C o rp o rate  Se cre tary    3 0  +  Ye ars Exp e rie n ce     P re vio u s C o m p an ie s: C .R  B ard , M e d tro n ic, B o sto n  Scie n tific, G u id an t C o rp o ratio n     Ed u catio n : J.D ./M .B .A . (cu m  lau d e ) fro m  th e  U n ive rsity o f C h icago , an d  tw o  u n d e rgrad u ate  d e gre e s fro m  Yale  U n ive rsity        B ILL M A TTH EW S, Se n io r V ice  P re sid e n t, O p e ratio n s, Q u ality an d  R e gu lato ry    3 0  + Ye ars Exp e rie n ce     P re vio u s C o m p an ie s: B io D e vice  So lu tio n s, Fre se n iu s M e d ical C are , C ard in al H e alth ’s V iasys H e alth care , B e ie rsd o rf A G     Ed u catio n : B ach e lo r o f Scie n ce  in  C h e m istry fro m  St. P e te r’s U n ive rsity an d  B u sin e ss A d m in istratio n  p ro gram s fro m   R u tge rs U n ive rsity an d  Fairle igh  D ickso n  U n ive rsity        JO H N  D A V IS, Se n io r V ice  P re sid e n t, G lo b al Sale s &  M arke tin g    2 5  +  Ye ars Exp e rie n ce     P re vio u s C o m p an ie s: C o rM atrix C ard io vascu lar, St. Ju d e , M e d tro n ic    Ed u catio n : B ach e lo r o f A rts, En glish  fro m  W e ste rn  C aro lin a U n ive rsity

 



 



 



C ryo Life  P ro d u cts- C ryo p re se rve d  Tissu e    1 5 %    1 8 %    3 8 %    1 2 %    1 0 %    7 %   

B U SIN ESS M IX    A o rtic valve    P u lm o n ary valve    Sap h e n o u s ve in    C ard iac P atch    Fe m o ral V e in /A rte ry   O th e r V ascu lar   C ryo p re se rve d  Tissu e : Five -Ye ar Tissu e  R e ve n u e    P u lm o n ary valve    A o rtic valve    Sap h e n o u s ve in    P ictu re  o f  C ard iac P atch    C ard iac p atch    R EV EN U E   P R O D U C TS   2 0 1 0    2 0 1 1    2 0 1 2    2 0 1 3    2 0 1 4    2 0 1 5    R e ve n u e    $ 5 9 .7    $ 5 9 .8    $ 6 3 .6    $ 6 4 .5    $ 6 2 .8    $ 6 2 .8    C ryo p re se rve d  Tissu e : Five -Ye ar Tissu e  R e ve n u e  1 0

 



N o te : M arke t p ro ce d u re s, sh are , size , an d  C A G R  are  ap p ro xim ate  an n u al U .S.

n u m b e rs  b ase d  o n  actu al C ryo Life  d ata an d  m arke t re p o rts, in clu d in g LSI, iD ata an d  IM S.  C ryo V alve ®  SG  P u lm o n ary V alve s   P u lm o n ary V alve  H o m o grafts   Syn e rG raft®  d e ce llu larize d  te ch n o lo gy  +  Se ve n  p u b lish e d  p ap e rs w ith  > 2 ,0 0 0  p atie n t ye ars fo llo w  u p   +  1 0  ye ar actu arial fre e d o m  fro m  e xp lan t =  9 3 % 1   +  O ve r 2 8 ,0 0 0  p u lm o n ary valve s im p lan te d  sin ce  1 9 8 4 2        U S C lin ical Effe ctive n e ss1    1  C ryo Life , In c. P o st-cle aran ce  Stu d y (C SG 8 0 1 .0 0 2 ), d ata o n  file ; 2 . C ryo Life , In c. d ata o n  file    Life N e t  H e alth   3 4 %    C ryo Life   4 7 %    M e d tro n ic  2 8 %    Ste n te d  an d   Ste n tle ss  B P V   5 %    U S P u lm o n ary V alve  R e p lace m e n t M arke t:  2 ,3 0 0  p ro ce d u re s         M arke t Size  =  $ 2 4 M     2 %  C A G R    8 8 %    1 0 0 %    1 0 0     8 0     6 0     4 0     2 0     0      0  2  4  6  8  1 0  1 2  1 4    6 8  5 9  3 3  2 2  1 9  1 2  3    1 0 0 %    F r e e d o m   f r o m   E x p lan t  (   %  )    Tim e  p o st-im p lan t (ye ars)  R V O T P ro ce d u re  1 2 .5  y m e an  age    R O SS P ro ce d u re  2 8 .4  y m e an  age    7 2  5 8  4 2  3 8  3 2  1 6  1    1 1

 



So cie ty o f Th o racic Su rge o n s re co m m e n d atio n 1   C lass I - H o m o graft re p lace m e n t o f th e  ao rtic

ro o t sh o u ld  b e  co n sid e re d  fo r p atie n ts w ith   e xte n sive  active  e n d o card itic d e stru ctio n  o f th e  ao rtic an n u lu s. (Le ve l o f e vid e n ce  B )  C lass IIa - H o m o graft re p lace m e n t o f th e  ao rtic valve  can  b e  co n sid e re d  fo r p atie n ts w ith   e n d o card itis w ith o u t an n u lar d e stru ctio n , e sp e cially w h e n  th e  p o te n tial fo r re in fe ctio n  is  e le vate d . (Le ve l o f e vid e n ce  B )  9 5 %  fre e d o m  fro m  re cu rre n t e n d o card itis at 1 0  ye ars2 ,3   G ro w in g m arke t d u e  to  d e m o grap h ics an d  d e vice  ad o p tio n  (TA V R )  Life N e t  H e alth   2 2 %    C ryo Life   3 1 %    Ste n te d   an d   Ste n tle ss  B P V s  4 7 %    1 . Sve n sso n  LG , e t al. A n n  Th o rac Su rg 2 0 1 3 ; 9 5 :1 4 9 1 -1 5 0 5 ; 2 . D o ty JR , e t al. J Th o rac Su rg 1 9 9 8 ; 1 1 5 :3 7 1 -3 8 0 ; 3  Sab ik JF, e t al. A n n  Th o rac Su rg 2 0 0 2 ; 7 4 :6 5 0 -6 5 9 ; 4 . B yrn e  JG , e t al. A n n  Th o rac Su rg 2 0 1 1 ;9 1 :2 0 1 2 -2 0 1 9 ; 5  Estim ate d  n u m b e r o f  e n d o card itis case s b ase d  o n  figu re s fro m  "In fe ctive  En d o card itis in  th e  U .S., 1 9 9 8 -2 0 0 9 : A  N atio n w id e  Stu d y" b y B o r D H , e t al. P Lo S O N E, p u b lish e d  3 /2 0 /2 0 1 3  an d  C le ve lan d  C lin ic e stim ate s th at ~ 3 0 %  o f d iagn o se d  in fe ctive  e n d o card itis re q u ire  su rge ry,  o f th o se , th e  m ajo rity are  ao rtic (vs m itral o r p u lm o n ary) valve .”        U S In cid e n ce  o f En d o card itis4    U S A o rtic V alve  R e p lace m e n t d u e  to     En d o card itis M arke t5 : 3 ,2 0 0  p ro ce d u re s         M arke t Size  =  $ 2 2 .5 M     9 %  C A G R    N o te : M arke t p ro ce d u re s, sh are , size , an d  C A G R  are  ap p ro xim ate  an n u al U .S. n u m b e rs b ase d  o n  actu al C ryo Life  d ata, clin ical p u b licatio n s, an d  m arke t re p o rts, in clu d in g LSI, iD ata an d  IM S.   C ryo V alve ®  A o rtic H e art V alve s  1 9 9 4  ’9 5  ’9 6  ’9 7  ’9 8  ’9 9  2 0 0 0  ’0 1  ’0 2  ’0 3  ’0 4  ’0 5   ’0 6    7 0 0     6 0 0     5 0 0     4 0 0     3 0 0     2 0 0     1 0 0     0      C  as  e  V   o lu m   e       Ye ar   B IO

 



R EV EN U E   B io G lu e  In d icatio n s   2 0 1 0    2 0 1 1    2 0 1 2    2 0 1 3    2 0 1 4   

2 0 1 5    R e ve n u e    $ 4 7 .3    $ 4 9 .3    $ 5 3 .0    $ 5 7 .6    $ 6 1 .7    $ 5 9 .0    1 3

 



G lo b al Exp an sio n - D ire ct in  Fran ce    •  N o  re ve n u e  fro m  Fran ce  Jan u ary-Se p te m b e r

2 0 1 5  as d istrib u to r so ld  o ff in ve n to ry  •  Ju n e  2 2 n d  an n o u n ce d  agre e m e n t w ith  Fre n ch  d istrib u to r to  take  b u sin e ss d ire ct o n   O cto b e r 1 st, 2 0 1 5   •  2 0 1 4  re ve n u e  o f B io G lu e  an d  P e rC lo t w as $ 3  m illio n   •  Exp e ct 2 0 1 6  re ve n u e  an d  gro ss m argin  w ill im p ro ve  fro m  2 0 1 4  as w e  se ll d ire ctly to   h o sp ital cu sto m e rs  •  A d d itio n al u p sid e  as w e  le ve rage  d ire ct sale s o f th e  fu ll p ro d u ct p o rtfo lio     D ire ct in  Fran ce

 



In d icatio n  Exp an sio n - Jap an  B io G lu e    •  C u rre n t in d icatio n  o n ly fo r ao rtic d isse ctio n

(5 ,5 0 0  p ro ce d u re s)  •  Exp an d e d  ap p ro val fo r th o racic an e u rysm , B e n tall &  LV A D  (5 ,5 0 0   p ro ce d u re s)  •  D o u b le s e xistin g m arke t fro m  $ 5  m illio n  to  $ 1 0  m illio n   •  P M D A  ap p ro val Ju ly 2 0 1 5   •  M H LW  re im b u rse m e n t Se p te m b e r 2 0 1 5

 



G lo b al Exp an sio n - B io G lu e  C h in a   •  Sign ifican t m arke t o p p o rtu n ity: > 4 0 ,0 0 0  ao rtic

su rge rie s  •  Estim ate d  Tim e lin e   –  C lin ical trial d e sign  d e ve lo p e d  in  2 0 1 5   –  Stan d ard s te stin g co m p le te d , clin ical trial ap p ro val b y C FD A ,  an d  Eth ics C o m m itte e  su b m issio n s/ap p ro vals in  2 0 1 6   –  En ro ll trial an d  co lle ct fo llo w -u p  in  2 0 1 7  (3  m o n th  fo llo w -u p )  –  1  ye ar C FD A  ap p ro val in  2 0 1 8

 



O n -X  M itral V alve    2 0 1 0    2 0 1 1    2 0 1 2    2 0 1 3    2 0 1 4    2 0 1 5   

R e ve n u e    $ 2 0 .4    $ 2 3 .1    $ 2 5 .3    $ 2 9 .0    $ 3 3 .1    $ 3 3 .3       C ryo Life  P ro d u cts - O n -X  V alve s   R EV EN U E   B U SIN ESS M IX   P R O D U C TS  1 3 %    6 %    4 %    7 7 %    A A P    O EM    O th e r   V alve s   O n -X  A o rtic V alve    O n -X  A sce n d in g A o rtic  P ro sth e sis (A A P )  O EM   1 7

 



Tran sfo rm atio n al acq u isitio n  th at e n h an ce s o u r gro w th  p ro file , in cre ase s o p p o rtu n itie s fo r

 cro ss-se llin g an d  d rive s m argin  e xp an sio n     »  P ro vid e s C ryo Life  w ith  n e w  ad d re ssab le  m arke t o p p o rtu n ity o f ~ $ 2 2 0 M M     »  A cq u ire d  p ro d u cts ge n e rate  h igh ly attractive  m argin s    »  Facilitate s in cre ase d  ad o p tio n  o f O n -X  p o rtfo lio  p e n e tratio n     »  En h an ce s an d  le ve rage s e xistin g C ryo Life  d ire ct sale s o rgan izatio n     »  Stre n gth e n s o u r strate gic fo cu s o n  ao rtic an d  m itral valve  re p air an d  re p lace m e n t su rge ry              Th e  co m b in atio n  o f O n -X  b e st-in -class m e ch an ical valve  te ch n o lo gy su p p o rte d  b y e xte n sive   clin ical d ata are  ke y gro w th  d rive rs         O n -X  h as th e  o n ly FD A  ap p ro ve d  m e ch an ical ao rtic valve  lab e le d  fo r an  IN R  o f ju st 1 .5  to  2 .0 ,  su b stan tially re d u cin g a p atie n t’s b le e d in g risk - a sign ifican t d iffe re n tiato r an d  d istin ct co m p e titive   ad van tage

 



W o rld w id e  M e ch an ical V alve  M arke t   $ 0 0 0 ’S    3 0 0     2 7 5     2 5 0     2 2 5     2 0 0   

 1 7 5     1 5 0     1 2 5     1 0 0     7 5     5 0     2 5      0    2 0 1 4     2 0 1 5     2 0 1 6     2 0 1 7     2 0 1 8     2 0 1 9     2 0 2 0     U S    8 2     7 9     7 7     7 5     7 4     7 3     7 1     R O W     1 3 9     1 4 1     1 4 3     1 4 6     1 5 0     1 5 4     1 6 0     To tal    2 2 1     2 2 0     2 2 0     2 2 1     2 2 4     2 2 7     2 3 1     So u rce : M ille n n iu m  R e se arch  G ro u p

 



B e st-in -C lass M e ch an ical V alve  Te ch n o lo gy   TR A D ITIO N A L M EC H A N IC A L  V A LV E FLO W   

O N -X     V A LV E FLO W    O N -X   V A LV E   A o rtic V alve  Flo w  C o m p ariso n    C u ff   Tw o  p o in t  le afle t co n tact  9 0 °  o p e n in g  an gle    O n -X ®  C arb o n    O p tim al  le n gth    A ctu ate d     p ivo t (h in ge )   Le afle t   O rifice    In le t flare

 



B e st-in -C lass M e ch an ical V alve  Te ch n o lo gy        O N -X  V A LV E    Silico n -fre e  O n -X ®  carb o n   

M A R K ET-LEA D IN G  C O M P ETITO R    M icro stru ctu re  C o m p ariso n      Ste ad y G ro w th  W ith  M o d e st Sale s Su p p o rt      %  U S M EC H A N IC A L V A LV E M A R K ET SH A R E  St. Ju d e   So rin  (LivaN o va)   M e d tro n ic   O n -X    5      2      6      1 1   1 8  1 8   1 1    2 0  2 0     1 9    1 8     1 8    1 4    1 6    7 6    7 0   6 4   6 0   5 3   4 7   4 2     4 0    2 0 0 3    2 0 0 6    2 0 0 9    2 0 1 2    2 0 1 4    8 0   5 0   3 0    2 0    1 0    0      1 7    So u rce : M ille n n iu m  R e se arch  G ro u p    Th e  P o w e r o f O n -X  Te ch n o lo gy

 



 



Su rge o n  P rio ritize d  C rite ria fo r Se le ctin g V alve s   4 .4   4 .2   4 .0   4 .0   4 .0   3 .7   Im p lan t

 lo n ge vity/d u rab ility    Lo w  R isk o f P o st  O p e rative  C o m p licatio n     M an u factu re r h as a  go o d  track re co rd     Im p lan t h as a favo rab le   th ro m b o ge n ic p ro file     Lo w  in cid e n ce  o f  p an n u s in gro w th     Im p lan t w ill m in im ally  d isru p t p atie n t life style

 



Late  O u tco m e s w ith  Tissu e  V alve s V ary b y A ge    P atie n ts < 6 5  ye ars o ld  start to  re ce ive  e xp lan ts at ye ar 7

an d  7 0 %  are  e xp lan te d  b y ye ar 1 2      Sign ifican t R e ce n t D e ve lo p m e n ts   P R O A C T trial re su lts an d  re ce n t FD A  ap p ro val o f 1 .5  to  2 .0  IN R  are  catalysts fo r  O n -X  valve  to  ach ie ve  m arke t le ad e rsh ip

 



4 2 5    A o rtic V alve     R e p lace m e n t    (A V R )    P atie n ts En ro lle d    3 7 5   P atie n ts  2 .0 -3 .0

IN R     8 1 m g A sp irin /d ay   1 8 5  H igh  R isk    A V R  P atie n ts    1 .5 -2 .0  IN R     8 1  m g A sp irin /d ay   1 9 0  C o n tro l    A V R  P atie n ts    2 .0 -3 .0  IN R     8 1  m g A sp irin /d ay   5 0  P atie n ts    Exclu d e d    3  M o n th  R an d o m ize d    So u rce : P M A  P 0 0 0 0 3 7  su p p le m e n t 3 0 , ap p ro val d ate  A p ril 0 1 , 2 0 1 5      C lin ical D ata Su p p o rts Fu tu re  G ro w th    B le e d in g  TE   7 0    6 0          5 0          4 0          3 0          2 0    1 0    0       IN R  1 .0 -< 1 .5    1 .5 -< 2 .0     O n -X     O p tim al  R an ge    2 .0 -< 2 .5  2 .5 -< 3 .0     Trad itio n al  M e ch an ical  O p tim al R an ge    3 .0 -< 3 .5   3 .5 -< 4 .0  4 .0 -< 4 .5    4 .5 -< 5 .0    EV EN T %    R A TE   to  m e ch an ical    IN R  V e rsu s Eve n t R ate    So u rce : P u skas e t al., J Th o rac C ard io vasc Su rg 2 0 1 4 ;1 4 7 :1 2 0 2 -1 1    D ata sh o w s an  o p p o rtu n ity to  sw itch  fu tu re  p atie n ts fro m  tissu e    C lin ical D ata Su p p o rts Fu tu re  G ro w th    O n -X  h as th e  o n ly FD A  ap p ro ve d  m e ch an ical ao rtic valve  re q u irin g an  IN R  o f ju st 1 .5  to  2 .0 , su b stan tially  re d u cin g a p atie n t’s b le e d in g risk — a sign ifican t d iffe re n tiato r an d  d istin ct co m p e titive  ad van tage    So u rce : P M A  P 0 0 0 0 3 7  su p p le m e n t 3 0 , ap p ro val d ate  A p ril 0 1 , 2 0 1 5

 



 



 



Su rge o n  Q u e stio n    D o  yo u  th in k th e  P R O A C T re su lts sh o w in g 6 5 %

 re d u ctio n  in  b le e d in g are  co m p e llin g e n o u gh  to  ge t  su rge o n s to  ch an ge  fro m  th e ir cu rre n t m e ch an ical valve   to  O n -X ?   8 3 %  R e sp o n d e d  Ye s N = 3 5

 



Su rge o n  Q u e stio n    D o  yo u  th in k th is is a re al is a re al issu e ?    5 4 %  A n sw e re d  Ye s N = 3 9   

Th e  FD A  said  th e  fin d in gs, in  stu d ie s p u b lish e d  o n lin e   M o n d ay b y th e  N e w  En glan d  Jo u rn al o f M e d icin e , “h ave   raise d  im p o rtan t q u e stio n s ab o u t b io p ro sth e tic ao rtic valve s.”  Evid e n ce  su gge sts m in u scu le  clo ts o n  th e  valve s “m ay cau se   re stricte d  m o tio n ,” th e  age n cy said  in  a safe ty ad viso ry. - W SJ  O cto b e r 5 , 2 0 1 5

 



 



 



Su rge o n  P rio ritize d  C rite ria fo r Se le ctin g V alve    4 .4   4 .2   4 .0   4 .0   4 .0   3 .7   1 2  ye ars vs. > 3 0

ye ars  B V  M V    Im p lan t  lo n ge vity/d u rab ility    Lo w  R isk o f P o st  O p e rative  C o m p licatio n     M an u factu re r h as a  go o d  track re co rd     Im p lan t h as a favo rab le   th ro m b o ge n ic p ro file     Lo w  in cid e n ce  o f  p an n u s in gro w th     Im p lan t w ill m in im ally  d isru p t p atie n t life style

 



Su rge o n  Q u e stio n    D o  th e  p re vio u sly sh o w n  re su lts o f th e  M e ta an alysis  p rio ritize d  b y

p h ysician  attrib u te s ran kin g ch an ge  th e  cu rre n t  p arad igm  in  favo r o f O n -X  vs. tissu e  valve s in  p atie n ts < 6 5 ?   5 6 %  A n sw e re d  Ye s N = 3 9

 



Fam iliarity W ith  R e p lace m e n t V alve   M an u factu re rs   Q 1 1 ,1 2 : P le ase  list all o f th e  ao rtic valve

re p lace m e n t m an u factu re rs yo u  are  aw are  o f.  P le ase  rate  h o w  fam iliar yo u  are  w ith  th e  fo llo w in g ao rtic valve  re p lace m e n t m an u factu re rs.  Su rve y co n d u cte d  A p ril 2 0 1 5     B ase : A ll card iac su rge o n s   U n aid e d  A w are n e ss    To tal 1 2 0  | B ase : all card iac su rge o n s   St. Ju d e   M e d tro n ic   So rin  (LivaN o va)  O n -X    7 0 %    3 5 %    2 9 %    7 3 %

 



P e rce n tage  o f H o sp itals Sto ckin g Each   M an u factu re r   M e ch an ical A o rtic R e p lace m e n t V alve s  To tal

1 2 0  | B ase : all card iac su rge o n s  O n -X    St. Ju d e    M e d tro n ic   6 1 %     4 4 %          3 0 %    9 2 %    Q 1 3 : D o e s yo u r h o sp ital sto ck th is m an u factu re r’s ao rtic re p lace m e n t valve ?    Su rve y co n d u cte d  A p ril 2 0 1 5     B ase : A ll card iac su rge o n s   So rin  (LivaN o va)

 



 B ro ad e n e d  D ire ct Sale s  an d  G lo b al D istrib u tio n    C o m b in atio n  w ill cre ate  critical m ass

in  glo b al d istrib u tio n  ch an n e ls w ith   sign ifican t o p p o rtu n itie s fo r cro ss-se llin g   2 0 1 5  2 0 1 6          1 7  R e p s > 5 0  R e p s   1 7  R e p s   2 0 1 5  2 0 1 8          2 3  R e p s > 3 0  R e p s   0  R e p s   EU  D IR EC T SA LES FO R C E   U .S. D IR EC T SA LES FO R C E

 



P h o to Fix™  D e ce llu larize d  B o vin e  P e ricard iu m    N o ve l p h o to fixatio n  p ro ce ss

p ro m o te s cro sslin kin g o f in te rn al  co llage n  stru ctu re   O n ly tru ly glu tarad e h yd e -fre e  b o vin e  p e ricard ial p atch   H an d lin g ch aracte ristics sim ilar to  au to lo go u s p e ricard iu m   C o rM atrix  C ard io vascu lar  3 3 %    B axte r  B io Su rge ry  3 8 %    St. Ju d e   M e d ical  8 %    Ed w ard s  Life scie n ce s  1 2 %    C ryo Life   9 %    1 . K alan go s e t al., W  Jo u rn al fo r P e d  an d  C o n ge n  H e art Su rge ry (2 0 1 3 )   N o te : M arke t p ro ce d u re s, sh are , size , an d  C A G R  are  ap p ro xim ate  an n u al U .S. n u m b e rs b ase d  o n  actu al C ryo Life  d ata an d  m arke t re p o rts, in clu d in g LSI, iD ata an d  IM S.        U S P atch  M arke t:    1 9 ,5 0 0  p ro ce d u re s         M arke t Size  =  $ 1 8 M     1 1 %  C A G R    C lin ical Effe ctive n e ss1   3 7

 



En h an ce d  C ro ss-se llin g O p p o rtu n itie s   C o m b in atio n  w ill cre ate  critical m ass in  glo b al

d istrib u tio n  ch an n e ls w ith   sign ifican t o p p o rtu n itie s fo r cro ss-se llin g   O n -X     A o rtic V alve    O n -X     M itral V alve    O n -X   C h o rd -X   O n -X  A A P    A o rtic  H o m o graft   P u lm o n ary  H o m o graft   B io G lu e    P h o to Fix

 



Strate gic Fo cu s o n  A o rtic  an d  M itral V alve  Su rge ry   A o rtic  H o m o graft   B io G lu e   P h o to Fix   O n -X     A o rtic

 V alve    O n -X     C h o rd -X    O n -X     M itral  V alve    O n -X   A A P    C o m b in atio n  o f C ryo Life  an d  O n -X  cre ate s a h igh ly d iffe re n tiate d  p ro d u ct p o rtfo lio  w ith  a  strate gic fo cu s o n  ao rtic an d  m itral valve  re p air an d  re p lace m e n t su rge ry   P u lm o n ary  H o m o graft

 



In d icatio n  Exp an sio n    •  A d ju n ct h e m o static d e vice  to  co n tro l cap illary, ve n u lar, an d   arte rio lar

b le e d in g  •  M e th o d s  +  P ro sp e ctive , m u ltice n te r, ran d o m ize d , co n tro lle d  vs. B ard  A rista™   +  N o n -in fe rio r h e m o stasis at 7  m in u te s  +  B le e d in g asse sse d  u sin g an  o b je ctive , valid ate d  m o d e l  +  3 2 4  e ligib le  su b je cts acro ss 1 5  ce n te rs  •  C ard iac, G e n e ral, an d  U ro lo gical  •  1 0 8  p atie n ts p e r arm   •  3  m o n th  fo llo w -u p  fo r m o st p ro ce d u re s       •  G o al is to  co m p le te  e n ro llm e n t in  2 0 1 6  o r 2 0 1 7  an d  FD A  ap p ro val in   2 0 1 9     P e rC lo t®  U S ID E Trial   B ru ckn e r B . an d  Lo e b e  M . (2 0 1 2 )

 



 A ctive  B u sin e ss D e ve lo p m e n t P ro gram    . P h ysician  p re fe re n ce  p ro d u cts  .

H igh e r gro w th  rate  th an  C R Y  . H igh e r m argin  th an  C R Y  . C o m p e titive  ad van tage  in  m arke t  . Syn e rgistic to  C R Y

 



A n ticip ate d  Fin an cial B e n e fits   •  A cce le ratio n  o f re ve n u e  gro w th  th ro u gh  acq u ire d

p ro d u cts, ch an n e l  e xp an sio n  an d  cro ss-se llin g o p p o rtu n itie s  •  O n -X  p ro d u ct p o rtfo lio  re ve n u e s p ro je cte d  to  gro w  at d o u b le  d igit  C A G R  fro m  2 0 1 6  –  2 0 2 0   •  G ro ss m argin  e xp an sio n   •  D o u b le  d igit C A G R  in  ad ju ste d  n o n -G A A P  e arn in gs fro m   2 0 1 6  –  2 0 2 0   •  Fu tu re  o p p o rtu n itie s to  in ve st in  th e  o p e ratio n s o f th e  b u sin e ss

 



2 0 1 6  G u id an ce  Su m m ary   Fe b ru ary 1 5 , 2 0 1 6     To tal R e ve n u e s    $ 1 7 8 M -

$ 1 8 0 M     M id -sin gle  d igits %  p ro -fo rm a in cre ase  o ve r 2 0 1 5     P ro d u ct re ve n u e s    M id -sin gle  d igits %  p ro -fo rm a in cre ase  o ve r 2 0 1 5     Tissu e  p ro ce ssin g re ve n u e s    M id -sin gle  d igit s %  in cre ase  o ve r 2 0 1 5     G ro ss m argin s    A p p ro xim ate ly 6 3 %     R & D  e xp e n se s    $ 1 3 .0 M  - $ 1 5 .0 M     N o n -G A A P  ad ju ste d  in co m e  p e r  co m m o n  sh are     $ 0 .2 9  - $ 0 .3 2
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