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C o rp o ra te  P re se n ta tio n  2 0 1 9  A d v a n ce d  T e ch n o lo g y  fo r B e tte r D ru g  D e liv e ry  O p tio n s

 



 

S A F E  H A R B O R  S T A T E ME N T  2  S P E C IA L  N O T E  R E G A R D IN G  F O R WA R D  - L O O K IN G  S T A T E ME N T S  T h is d o cu me n t co n ta in s fo rw a rd  - lo o k in g  sta te me n ts co n ce rn in g  T F F  P h a rma ce u tica ls, In c. (“T F F ”, th e  “C o mp a n y ,” “w e ,” “u s,” a n d  “o  u r”). T h e  w o rd s “b e lie v e ,” “ma y ,” “w ill,” “p o te n tia lly ,” “e stima te ,” “co n tin u e ,” “a n ticip a te ,” “in te n d ,” “co u ld ,” “w o u ld ,” “p ro je ct ,” “p la n ,” “e x p e ct” a n d  simila r e x p re ssio n s th a t co n v e y  u n ce rta in ty  o f fu tu re  e v e n ts o r o u tco me s a re  in te n d e d  to  id e n tify  fo rw a rd  - lo o k in g  sta te me n ts. T  h e se  fo rw a rd  - lo o k in g  sta te me n ts in clu d e , b u t a re  n o t limite d  to , sta te me n ts co n ce rn in g  th e  fo llo w in g : • o u r fu tu re  fin a n cia l a n d  o p e ra tin g  re su lts; • o u r in te n tio n s, e x p e cta tio n s a n d  b e lie fs re g a rd in g  a n ticip a te d  g ro w th , ma rk e t p e n e tra tio n  a n d  tre n d s in  o u r b u sin e ss; • th e  timin g  a n d  su cce ss o f o u r p la n  o f co mme rcia liza tio n ; • o u r a b ility  to  su cce ssfu lly  d e v e lo p  a n d  clin ica lly  te st o u r p ro d u ct ca n d id a te s; a n d  • o u r a b ility  to  fi le  fo r F D A  a p p ro v a l o f o u r p ro d u ct ca n d id a te s th ro u g h  th e  5 0 5 (b )(2 ) re g u la to ry  p a th w a y . T h e se  fo rw a rd  - lo o k in g  sta te me n ts a re  su b je ct to  a  n u mb e r o f risk s, u n ce rta in tie s a n d  a ssu mp tio n s, in clu d in g  th o se  d e scrib e d  in  t h e  “R isk  F a cto rs” se ctio n  o f th e  R e g istra tio n  S ta te me n t o n  F o rm S  - 1  file d  b y  T F F  w ith  th e  S e cu ritie s a n d  E x ch a n g e  C o mmissio n  o n  A u g u st 2 0  , 2 0 1 9 . In  lig h t o f th e se  risk s, u n ce rta in tie s a n d  a ssu mp tio n s, th e  fo rw a rd  - lo o k in g  e v e n ts a n d  circu msta n ce s d iscu sse d  in  th is d o  cu me n t ma y  n o t o ccu r a n d  a ctu a l re su lts co u ld  d iffe r ma te ria lly  a n d  a d v e rse ly  fro m th o se  a n ticip a te d  o r imp lie d  in  o u r fo rw a rd  - lo o k in g  sta te me n ts. Y o u  sh o u ld  n o t re ly  u p o n  fo rw a rd  - lo o k in g  sta te me n ts a s p re d ictio n s o f fu tu re  e v e n ts. A lth o u g h  w e  b e lie v e  th a t th e  e x p e cta tio n s r e fle cte d  in  o u r fo rw a rd  - lo o k in g  sta te me n ts a re  re a so n a b le , w e  ca n n o t g u a ra n te e  th a t th e  fu tu re  re su lts, le v e ls o f a ctiv ity , p e rfo rma n ce  o  r e v e n ts a n d  circu msta n ce s d e scrib e d  in  th e  fo rw a rd  - lo o k in g  sta te me n ts w ill b e  a ch ie v e d  o r o ccu r. T h is

d o cu me n t co n ta in s o n ly  b a sic in fo rma tio n  co n ce rn in g  T F F . B e ca u se  it is a  su mma ry  it d o e s n o t co n ta in  a ll o f th e  in fo rma t io n  y o u  sh o u ld  co n sid e r b e fo re  in v e stin g . T F F  h a s file d  a  re g istra tio n  sta te me n t (in clu d in g  a  p ro sp e ctu s) w ith  th e  S E C  fo r th e  o ffe rin g  to  w h ich  th is co mmu n ica tio n  re l a te  s. B e fo re  y o u  in v e st, y o u  sh o u ld  re a d  th e  p ro sp e ctu s in  th a t re g istra tio n  sta te me n t a n d  o th e r d o cu me n ts T F F  h a s file d  w ith  th e  S E C  fo r mo r e  co mp le te  in fo rma tio n  a b o u t T F F  a n d  th is o ffe rin g . Y o u  ma y  g e t th e se  d o cu me n ts fo r fre e  b y  v isitin g  E D G A R  o n  th e  S E C  We b  site  a t w w w .se c.g o v . A lte rn a tiv e ly , T F F , a n y  u n d e rw rite r o r a n y  d e a le r p a rticip a tin g  in  th e  o ffe rin g  w ill a rra n g e  to  se n d  y o u  th e  p ro  sp e  ctu s if y o u  re q u e st it b y  ca llin g  N a tio n a l S e cu ritie s C o rp o ra tio n  to ll - fre e  a t 8 3 3  - 7 3 7  - 4 3 5 7 .

 



 

C O MP A N Y  O V E R V IE W • T h e  T h in  F ilm F re e zin g  p la tfo rm co n v e rts p o o rly  a b so rb e d  d ru g s in to  in h a la b le  d ry  p o w d e r d ru g s in  mu ltip le  $ B illio n  ma rk e ts • E x p e ct tw o  N D A  filin g s w ith in  3 4  mo n th s a t clin ica l a n d  d e v e lo p me n t co st o f $ 2 7 MM • C E O  G le n n  Ma tte s is a n  e x p e rie n ce d  p h a rma  in d u stry  e x e cu tiv e  (C e n to co r, Jo h n so n  &  Jo h n so n , R h o n e  - P o u le n c R o re r) • T F F  h a s tw o  p ro d u ct ca n d id a te s u n d e r d e v e lo p me n t a n d  se v e ra l b u sin e ss d e v e lo p me n t o p p o rtu n itie s • R o b u st IP  e sta te  in clu d in g  3 6  p a te n ts issu e d  a n d /o r p e n d in g  3

 



 

P R E V IO U S  E X P E R IE N C E  T F F  L E A D E R S H IP  B O A R D  O F  D IR E C T O R S  H ig h ly  E x p e rie n ce d  H e a lth ca re  E x e cu tiv e s • F o rme r C E O  a n d  B o a rd  le v e l ro le s • D e e p  fu n ctio n a l e x p e rie n ce  in  a ll a re a s o f h e a lth ca re  co mp a n ie s • C o mme rcia lly  su cce ssfu l e n te rp rise s • T ra ck  re co rd  o f n u me ro u s sig n ifica n t e x its a n d  tra n sa ctio n s 4  G L E N N  MA T T E S  P re sid e n t &  C h ie f E x e cu tiv e  O ffice r • 3 0  y e a rs o f b u sin e ss le a d e rsh ip  e x p e rie n ce  in  d e v e lo p me n t a n d  co mme rcia l la u n ch e s o f g lo b a l th e ra p e u tics • F o rme r C E O  o f T ib o te c T h e ra p e u tics, a  J& J co mp a n y , a n d  R h o n e  - P o u le n c R o re r/C a n a d a , a n d  in  a d d itio n  to  o th e r se n io r C  - su ite  p o sitio n s a t C e n to co r a n d  J& J • C ritica l ro le s in  la u n ch  o f J& J’s first tw o  H IV /A ID S  th e ra p e u tics, a s w e ll a s o th e r d ru g s D o x il, P ro crit, R e mica d e , T a x o te re  a n d  L o v e n o x  • A p p o in te d  to  th e  P re sid e n t’s A d v iso ry  C o u n cil o n  H IV /A ID S  b y  P re sid e n t G e o rg e  W. B u sh  a n d  th e  U S  S e cre ta ry  o f H e a lth  a n d  H u ma n  S e rv ice s

 



 

P R O B L E M 5  P o o rly  A b so rb e d  D ru g s Missin g  th e  T a rg e t: Ma n y  d ru g s in te n d e d  fo r o n e  o rg a n , e sp e cia lly  th e ra p e u tics in te n d e d  fo r lu n g  co n d itio n s, o fte n  d o n ’t re a ch  th e ir ta rg e t d u e  to  p o o r a b so rp tio n . T h is ca n  ca u se  p o o r e ffica cy  a n d  se rio u s sa fe ty  co n ce rn s. T h is is tru e  n o t o n ly  fo r lu n g  co n d itio n s b u t a lso  a p p lie s to  ma n y  th e ra p e u tic a n d  me d icin a l ca te g o rie s. A d v a n ce d  T e ch n o lo g y  fo r B e tte r D ru g  D e liv e ry : O n e  so lu tio n  to  th is p ro b le m w o u ld  b e  to  ma k e  th e se  d ru g s in h a la b le . H o w e v e r, d u e  to  p o o r w a te r so lu b ility , n o t e v e ry  d ru g  ca n  b e  fo rmu la te d  a n d  d e liv e re d  in  th is ma n n e r. We  b e lie v e  b io lo g ics, th e  fa ste st g ro w in g  se g me n t o f th e  p h a rma  in d u stry , a n d  co mb in a tio n  d ru g s a re  e sp e cia lly  p o o rly  - su ite d  to  th e  in h a la b le  fo rma t u sin g  to d a y ’s in h a la tio n  te ch n o lo g y .

 



 

In d u stry  - v a lid a te d , p e e r - re v ie w e d  a n d  sca la b le  p la tfo rm • P la tfo rm h a s b e e n  te ste d  in  a  clin ica l se ttin g  • Mo re  th a n  a  d o ze n  fin ish e d  fo rmu la tio n s o f h ig h  v a lu e  d ru g s, b o th  sma ll mo le cu le s &  b io lo g ics • T F F  is ma n u fa ctu rin g  d ru g s fo r clin ica l stu d ie s u sin g  G MP  sta n d a rd s • S tro n g  IP  p o rtfo lio : T F F  p ro ce ss, mu ltip le  d ru g  o p p o rtu n itie s, in te rn a lly  - d e v e lo p e d  p ro d u cts • P u rsu in g  g lo b a l o rp h a n  d ru g  d e sig n a tio n s 6  A  R E V O L U T IO N A R Y  P L A T F O R M F O R  E N A B L IN G  IN H A L A B L E  D R U G S  T H IN  F IL M F R E E Z IN G

 



 

T w o  N D A  filin g s e x p e cte d  w ith in  3 4  mo n th s In itia l N D A  F ilin g  (T F F  V O R I) • E x p e cte d  in  3 1  mo n th s v ia  5 0 5 (b )(2 ) p a th w a y  S e co n d  N D A  F ilin g  (T F F  T A C ) • E x p e cte d  in  3 4  mo n th s v ia  5 0 5 (b )(2 ) p a th w a y  T F F  T rip le  C o mb o  • T a rg e ts C O P D ; P u rsu in g  B ig  P h a rma  C o lla b o ra tio n  B u sin e ss D e v e lo p me n t • B ro a d  a rra y  o f T F F  p la tfo rm a p p lica tio n s a n d  p a rtn e rsh ip  o p p o rtu n itie s 7  A  R E V O L U T IO N A R Y  T E C H N O L O G Y  F O R  E N A B L IN G  IN H A L A B L E  D R U G S  T H IN  F IL M F R E E Z IN G

 



 

MU L T IP L E  L A R G E  T A R G E T  MA R K E T  O P P O R T U N IT IE S  8  • C O P D  ma rk e t $ 1 0 B  a n n u a lly  (2 0 1 5 ) g o in g  to  $ 1 4 B  (2 0 2 5 ) 3  T R IP L E  C O MB O  T F F  V O R I • A n tifu n g a l sa le s to p p e d  $ 4 B  1  • G lo b a l immu n o su p p re ssa n t ma rk e t fo r a cu te  re je ctio n  $ 1 5 B  2  a n n u a lly  b y  2 0 2 3  T F F  T A C  • D o ze n s o f o ff - p a te n t d ru g  ta rg e ts, ma n y  a d d re ssin g  ma rk e ts o f $ 1 0 0  to  $ 5 0 0  millio n  • N u me ro u s o th e r o p p o rtu n itie s, in clu d in g  e n a b lin g  N C E ’s, a cro ss th e ra p e u tic ca te g o rie s B u sin e ss D e v e lo p me n t

 



 

9  C O MME R C IA L IZ E D  P R O D U C T  P O WD E R  F IL L IN G  IN  C A P S U L E  S O L V E N T  R E MO V A L  B Y  L Y O P H IL IZ A T IO N  R A P ID  - F R E E Z IN G  O N  A  C R Y O G E N IC  D R U M D R U G /E X C IP IE N T  IN  S O L U T IO N

 



 

T F F  P L A T F O R M A D V A N T A G E S  1 0  P O T E N T IA L  T O  P R E V E N T  MO L E C U L A R  D A MA G E : S U IT A B IL IT Y  F O R  D R Y  P O WD E R  IN H A L E R S : Y E S  N O  Y E S  Y E S  Y E S  Y E S  Y E S  N O  Y E S  N O  N O  Y E S

 



 

• T F F  h a s e n g a g e d  C o re  R x  a n d  Irisy s to  ma n u fa ctu re  G MP  b a tch e s o f V O R I a n d  T A C  fo r clin ica l tria ls a n d  is in  d iscu ssio n s w ith  P a th e o n  fo r a  lo n g  - te rm co mme rcia l ma n u fa ctu rin g  a g re e me n t • T F F  p ro ce ss sca le  su p p o rts P h a se  I/II su p p ly  n e e d s a n d  b u sin e ss d e v e lo p me n t • S u p p lie s fo r 2 8  - d a y  G L P  stu d ie s su cce ssfu lly  ma n u fa ctu re d  • A n a ly tica l me th o d s fo r G L P  stu d ie s v a lid a te d  1 1  G MP  MA N U F A C T U R IN G  R E A D IN E S S

 



 

1 2  A  T WO  - P R O N G E D  S T R A T E G Y  F O R  L E V E R A G IN G  T F F  F O R MU L A T IO N S  A N D  MA X IMIZ IN G  V A L U E  IN  - H O U S E  D E V E L O P ME N T  • T F F  V O R I fo r A B P A /IP A  • T F F  T A C  fo r lu n g  tra n sp la n t a n d  se v e re  a sth ma  • A d d itio n a l p ip e lin e  a sse ts in  e a rly  d e v e lo p me n t, o n e  p ro v isio n a l p a te n t a lre a d y  file d  P H A R MA  L IC E N S IN G  P L A T F O R M • P u rsu e  R & D  C o lla b o ra tio n s to  p ro v id e  d ire ct - to  - lu n g  d e liv e ry  fo r o n co lo g y , C O P D , P A H , C F , b io lo g ics, a n d  co mb in a tio n s • E n h a n ce  la rg e  p h a rma 's p a te n t p o sitio n  o n  a lre a d y  ma rk e te d  d ru g s –  1 8  p o te n tia l ca n d id a te s a lre a d y  id e n tifie d  • C o mp e llin g  in d ica tio n s in clu d e  in so mn ia , mig ra in e s, P A H , v a ccin e s, a n d  me d icin a l u se  o f ca n n a b in o id s T F F  B U S IN E S S  MO D E L

 



 

V o rico n a zo le  In h a la tio n  T a rg e t In d ica tio n s:​ V o rico n a zo le  In h a la tio n  P o w d e r is a n  a zo le  a n tifu n g a l b e in g  d e v e lo p e d  fo r th e  tre a tme n t o f a d u lts a n d  p e d ia tric p a tie n ts 2  y e a rs o f a g e  a n d  o ld e r w ith :​ • In v a siv e  P u lmo n a ry  A sp e rg illo sis​ (IP A ) • A lle rg ic B ro n ch o p u lmo n a ry  A sp e rg illo sis (A B P A )​ 1 3  V O R IC O N A Z O L E  IN H A L A T IO N  P O WD E R  T A R G E T  IN D IC A T IO N S  ​

 



 

• A d v a n ta g e s o v e r a lte rn a tiv e s: R e d u ce d  sid e  e ffe cts; d ire ct to  site  o f in fe ctio n  • A lte rn a tiv e s: O ra l a n d  IV  A mp h o te ricin , V o rico n a zo le  a n d  o th e r A zo le s, C a n d in s • Ma rk e ts: • A n tifu n g a l sa le s to p p e d  $ 4 B  1  . H o w e v e r, a n  in h a le d  v o rico n a zo le  fo r A B P A  a n d  u n me t me d ica l n e e d s co u ld  a ch ie v e  b lo ck b u ste r sta tu s • Ma rk e t: IP A *  - 4 0 K  U S  a n n u a lly  re p re se n tin g  > $ 3 0 0 MM 4  o p p o rtu n ity , A B P A  - $ 1 B  a n n u a lly  4  • S a fe ty : We ll to le ra te d , 2 8  - d a y  to x  stu d ie s co mp le te d . IN D  e n a b lin g  to x  stu d ie s co mp le te d  • P h a se  I tria ls e x p e cte d  to  b e g in  O cto b e r 2 0 1 9  • P ro o f o f C o n ce p t: F o r IP A , 3 X  b e tte r a n ima l su rv iv a l v s. A mp h o te ricin  in  p re clin ica l a n ima l te stin g  • A p p ro x ima te ly  $ 1 1 MM to  g e t to  a n  N D A  filin g  b y  Q 1  2 0 2 2  1 4  * O rp h a n  D ru g  O p p o rtu n ity  fo r T F F  T F F  V O R I We ll to le ra te d , 3 X  b e tte r su rv iv a l in  p re  - clin ica l te stin g

 



 

T a cro limu s In h a la tio n  P o w d e r T a rg e t In d ica tio n :​ E ith e r a lo n e  o r in  co mb in a tio n , T a cro limu s In h a la tio n  P o w d e r is b e in g  d e v e lo p e d  fo r th e  p ro p h y la x is o f o rg a n  re je ctio n  in  p a tie n ts re ce iv in g  lu n g  tra n sp la n ts. 1 5  T A C R O L IMU S  IN H A L A T IO N  P O WD E R  T A R G E T  IN D IC A T IO N  ​

 



 

• A d v a n ta g e s o v e r a lte rn a tiv e s: R e d u ce d  sid e  e ffe cts; d ire ct to  site  • A lte rn a tiv e s: O ra l a n d  IV  immu n o su p p re ssa n ts • Ma rk e ts: • L u n g  T ra n sp la n t a d d re ssa b le  ma rk e t: > $ 1 B  5  *  • S e v e re  A sth ma  > $ 1 B  6  a n n u a lly , g ro w in g  to  $ 5 .3 B  6  b y  2 0 2 3  • S a fe ty : • R a t: w e ll to le ra te d  2 8  d a y s, h ig h  d o se  to le ra n ce  • We ll to le ra te d  b y  2 0  h e a lth y  h u ma n s (p e e r - re v ie w e d  a rticle ) • P ro o f o f C o n ce p t: • R a t lu n g  tra n sp la n t, a sth ma  • P e e r - re v ie w e d  stu d y  • A p p ro x ima te ly  $ 1 5 MM to  g e t to  a n  N D A  filin g  b y  Q 2  2 0 2 2  1 6  * O rp h a n  d e sig n a tio n  A L R E A D Y  S H O WN  T O  B E  S A F E  IN  H E A L T H Y  H U MA N S  T F F  T A C

 



 

T F F  V O R I A N D  T F F  T A C  S A L E S  WO R L D WID E  1 7  T F F  V O R I*  • $ 1 6 0 MM in  p o te n tia l n e t p e a k  sa le s w o rld w id e  • A ssu min g  a cu te  IP A  p e n e tra tio n  o f 1 8 % ; a t risk  p e n e tra tio n  2 %  T F F  T A C *  • $ 4 0 0 MM in  p o te n tia l n e t p e a k  sa le s w o rld w id e  • A ssu min g  2 7 %  p e n e tra tio n  MA R K E T  A C C E S S  C O N S ID E R A T IO N  O n ce  T F F  V O R I a n d  T F F  T A C  d e mo n stra te  a  sa fe ty  a d v a n ta g e , p a y e r re sp o n d e n ts sa id  th e y  w o u ld  b e  co v e re d  n o  ma tte r th e  co st. * F o re ca ste d

 



 

1 8  B U S IN E S S  D E V E L O P ME N T  –  T h e  P o w e r o f T F F  P la tfo rm • P u rsu in g  R & D  C o lla b o ra tio n s to  p ro v id e  d ire ct - to  - lu n g  d e liv e ry  fo r o n co lo g y , C O P D , P A H , C F , b io lo g ics, co mb in a tio n s, a n d  o th e rs • E n h a n ce  la rg e  p h a rma ’s life  cy cle  o n  a lre a d y  ma rk e te d  d ru g s –  1 8  p o te n tia l ca n d id a te s a lre a d y  id e n tifie d  • C o mp e llin g  in d ica tio n s in clu d e  in so mn ia , mig ra in e s, P A H , v a ccin e s, a n d  me d icin a l u se  o f ca n n a b in o id s

 



 

P H A R MA  T A R G E T  P A R T N E R S  1 9  A ctiv e  d iscu ssio n s co n tin u in g  w ith  th e  fo llo w in g  p h a rma  ta rg e ts o n  p o te n tia l co lla b o ra tio n s: O n g o in g  d iscu ssio n s w ith  th e  fo llo w in g  p h a rma  p a rtn e rs:

 



 

C B D  T A R G E T  P A R T N E R S  2 0  A ctiv e  d iscu ssio n s co n tin u in g  w ith  th e  fo llo w in g  me d icin a l a n d /o r R x  p a rtn e rs o n  p o te n tia l co lla b o ra tio n s: O n g o in g  d iscu ssio n s w ith  th e  fo llo w in g  me d icin a l a n d /o r R x  p a rtn e rs:

 



 

IN T E R N A L  P O T E N T IA L  P R O G R A MS  2 1  U N D E R  C O N S ID E R A T IO N  F O R  P O T E N T IA L  D E V E L O P ME N T  B Y  T F F  E x istin g  k n o w n  co mp o u n d s a lre a d y  d e liv e re d  to  th e  lu n g  C u rre n tly  E v a lu a tin g : • P A H  P o te n tia l O th e rs: • C O P D  tre a tme n ts • C F  tre a tme n ts • R e sp ira to ry  d istre ss sy n d ro me  E x istin g  k n o w n  co mp o u n d s n o n  - lu n g  d e liv e re d  C u rre n tly  E v a lu a tin g : • A A T  fo r A A T  d e ficie n cy  P o te n tia l O th e rs: • Mig ra in e  • In so mn ia  • P a rk in so n ’s R e fo rmu la tio n  o f V a ccin e s N e w  C h e mica l E n titie s In  p re limin a ry  d iscu ssio n s w ith  a  g lo b a l p h a rma ce u tica l co mp a n y  to  p o te n tia lly  te st o n e  o f th e ir p ro p rie ta ry  co mp o u n d s in  th e  T F F  p la tfo rm. O n g o in g  d iscu ssio n s w ith  mu ltip le  g lo b a l p h a rma  co mp a n ie s to  p o te n tia lly  re fo rmu la te  th e ir e x istin g  v a ccin e s in to  d ry  p o w d e r fo rmu la tio n s fo r re co n stitu tio n  o n  site .

 



 

V O R I A N D  T A C  - IN F L E C T IO N  P O IN T S /C A T A L Y T IC  E V E N T S  2 2

 



 

U S E  O F  P R O C E E D S  2 3  • P re  - clin ica l d e v e lo p me n t, a n a ly sis &  p re p a ra tio n ; co mp le tio n  o f P h a se  I a n d  P h a se  II stu d ie s • In v e st se le ctiv e ly  in  p o te n tia l e x p a n sio n  p ro d u cts • H ig h ly  se le ctiv e  e x p a n sio n  o f T F F  co re  te a m • C o n tin u e  a n d  e x p a n d  b u sin e ss d e v e lo p me n t o p p o rtu n itie s • C o n tin u e  ma n u fa ctu rin g  o f cG MP  b a tch e s fo r clin ica l tria ls o f T F F  V O R I a n d  T F F  T A C

 



 

O F F E R IN G  D E T A IL S  2 4  P ro p o se d  O ffe rin g  With  O v e r - a llo tme n t O p tio n  P ro p o se d  P rice  p e r S h a re  $ 5 .0 0  $ 5 .0 0  S h a re s O ffe re d  4 .4  millio n  5 .1  millio n  G ro ss P ro ce e d s $ 2 2  millio n  $ 2 5 .3  millio n  S h a re s O u tsta n d in g  P o st - O ffe rin g  1 7 .9  millio n  1 8 .6  millio n  Imp lie d  Ma rk e t C a p  P o st - O ffe rin g  (a t $ 5  p e r sh a re ) $ 8 9  millio n  $ 9 3  millio n

 



 

• R e v o lu tio n a ry  p la tfo rm fo r e n a b lin g  in h a la b le  d ru g s • Mu ltip le  $ B illio n +  ma rk e ts • G MP  ma n u fa ctu rin g  e sta b lish e d  fo r clin ica l tria ls w ith  le a d in g  C MO  p a rtn e rs • A cce le ra te d  5 0 5 (b )(2 ) re g u la to ry  p a th w a y  • T w o  N D A  filin g s fo r a p p ro x ima te ly  $ 2 7 MM clin ica l co st • B ro a d  a rra y  o f b u sin e ss d e v e lo p me n t in itia tiv e s • P ro v e n  te a m, mu ltip le  sig n ifica n t e x its • S tro n g  p a te n t p o rtfo lio : T F F  p ro ce ss, d ru g  o p p o rtu n itie s, n e w  IP  d e v e lo p me n t 2 5  K E Y  T A K E A WA Y S

 



 

E N D N O T E S  2 6  1 . A n tifu n g a l Ma rk e t G ro w th  - 2 0 1 3 . G lo b a l D a ta  R e se a rch  R e p o rt h ttp s://w w w .g lo b a ld a ta .co m/ (la st a cce sse d  F e b ru a ry  1 5 , 2 0 1 9 ). T F F  P h a rma ce u tica ls E stima te s Q 1  2 0 1 9  2 . G ro w th  o f G lo b a l Immu n o su p p re ssa n t Ma rk e t fo r A cu te  R e je ctio n  - 2 0 1 3 . G lo b a l D a ta  R e se a rch  R e p o rt h ttp s://w w w .g lo b a ld a ta .co m/ (la st a cce sse d  Ja n u a ry  1 0 , 2 0 1 9 ). 3 . C O P D  Ma rk e t G ro w th  –  2 0 1 7 . G lo b a l D a ta  R e se a rch  R e p o rt h ttp s://w w w .g lo b a ld a ta .co m/ (la st a cce sse d  F e b ru a ry  2 2 , 2 0 1 9 ). 4 . A P B A  A n n u a l Ma rk e t G ro w th , T F F  P h a rma ce u tica ls E stima te s Q 1  2 0 1 9 . 5 . L u n g  T ra n sp la n t A d d re ssa b le  Ma rk e t G ro w th , T F F  P h a rma ce u tica ls E stima te s Q 1  2 0 1 9 . 6 . S e v e re  A sth ma  Ma rk e t G ro w th  - 2 0 1 5 . G lo b a l D a ta  R e se a rch  R e p o rt h ttp s://w w w .g lo b a ld a ta .co m/ (la st a cce sse d  F e b ru a ry  2 0 , 2 0 1 9 ). T F F  P h a rma ce u tica ls E stima te s Q 1  2 0 1 9  IMA G E  C IT A T IO N : S lid e  6  –  C H E S T , V o lu me  1 4 4 , Issu e  4 , T a b le  o f C o n te n ts, O cto b e r 2 0 1 3 . A rticle  T itle , “S a fe ty  a n d  T o le ra b ility  o f S in g le  D o se  In h a le d  D ry  P o w d e r T a cro limu s in  H e a lth y  S u b je cts”

 



 

T H A N K  Y O U  2 7

 



 

T F F  E X E C U T IV E  T E A M • 3 0  y e a rs o f b u sin e ss le a d e rsh ip  e x p e rie n ce  in  d e v e lo p me n t a n d  co mme rcia l la u n ch e s o f g lo b a l th e ra p e u tics • F o rme r C E O  o f p u b licly  tra d e d  A rn o  T h e ra p e u tics, a n d  se n io r p o sitio n s w ith  T ib o te c T h e ra p e u tics, a  J& J o p e ra tin g  co mp a n y , a n d  R h o n e  - P o u le n c R o re r • C ritica l ro le s in  la u n ch  o f J& J’s first tw o  H IV /A ID S  th e ra p e u tics, a s w e ll a s o th e r d ru g s D o x il, P ro crit, R e mica d e , T a x o te re  a n d  L o v e n o x  • A p p o in te d  to  th e  P re sid e n t’s A d v iso ry  C o u n cil o n  H IV /A ID S  b y  P re sid e n t G e o rg e  W. B u sh  a n d  th e  U S  S e cre ta ry  o f H e a lth  a n d  H u ma n  S e rv ice s G L E N N  MA T T E S  P R E S ID E N T  &  C H IE F  E X E C U T IV E  O F F IC E R  B R IA N  WIN D S O R , P H .D . B O A R D  ME MB E R  A N D  C S O  K IR K  C O L E MA N  C H IE F  F IN A N C IA L  O F F IC E R  • 1 8  y e a rs ma n a g e me n t o f b io te ch  co mp a n ie s • P re sid e n t o f E n a v a il, le d  w o rk  o n  T F F  p la tfo rm. Ma n a g e d  a ll d e v e lo p me n t e ffo rts fo r 1 0  life  scie n ce  co mp a n ie s a t E me rg e n t T e ch n o lo g ie s • O v e rsa w  in  - lice n sin g  o f T F F  to  L u n g  T h e ra p e u tics, In c • C E O  o f L u n g  T h e ra p e u tics, In c • Jo in e d  T F F  P h a rma ce u tica ls a s C h ie f F in a n cia l O ffice r Ja n u a ry  2 0 1 8  • 2 0  y e a rs o f e x p e rie n ce  in  v e n tu re  ca p ita l in v e stme n ts • F o rme r e x e cu tiv e  o ffice r o f S te e lh e a d  C a p ita l Ma n a g e me n t, L L C  a n d  B io s P a rtn e rs, L P , v e n tu re  ca p ita l firm fo cu se d  o n  in v e stme n t in  e a rly  - sta g e  a n d  g ro w th  - sta g e  b io te ch  a n d  me d ica l d e v ice  co mp a n ie s • T re a su re r fo r E F O  H o ld in g s, L P  A 1

 



 

H A R L A N  F . WE IS MA N , M.D . B O A R D  ME MB E R  • S e n io r h e a lth ca re  e x e cu tiv e  w ith  3 0  y e a rs e x p e rie n ce  in  th e  la u n ch  o f p h a rma ce u tica l p ro d u cts • C u rre n tly  Ma n a g in g  D ire cto r o f A n d  - O n e  C o n su ltin g , L L C , a d v isin g  me d ica l p ro d u ct co mp a n ie s, in v e stme n t firms, a n d  g o v e rn me n t a n d  n o n  - g o v e rn me n t h e a lth ca re  o rg a n iza tio n s in  in n o v a tio n  stra te g ie s fo r h e a lth ca re  p ro d u cts a n d  se rv ice s • J& J se n io r e x e cu tiv e  fo r mo re  th a n  2 0  y e a rs • R e co g n ize d  a u th o rity  o n  me d ica l p ro d u ct d e v e lo p me n t a n d  h e a lth ca re  p o licy . R A N D Y  T H U R MA N  B O A R D  ME MB E R  • 3 0  y e a rs in  e x e cu tiv e  le a d e rsh ip , M& A  a n d  co rp o ra te  g o v e rn a n ce  in  h e a lth ca re  te ch n o lo g y , b io p h a rma , me d ica l d e v ice s a n d  clin ica l d ia g n o stics • G lo b a l e x p e rie n ce  in  E u ro p e , A sia , Mid d le  E a st a n d  L a tin  A me rica  • F o rme r D ire cto r &  P re sid e n t, R h o n e  - P o u le n c R o re r P h a rma ce u tica ls, a n d  C h a irma n /C E O  p o sitio n s w ith  C o rn in g  L ife  S cie n ce s a n d  V IA S Y S  H e a lth ca re , In c • C u rre n tly  E x e cu tiv e  C h a irma n , O u tlo o k  P h a rma ce u tica ls, In c T F F  B O A R D  O F  D IR E C T O R S  B O B  MIL L S  B O A R D  ME MB E R  • 3 9  - y e a r p h a rma ce u tica l in d u stry  v e te ra n  w ith  e x p e rtise  a cro ss G MP  O p e ra tio n s, C lin ica l R e se a rch , R e g u la to ry  A ffa irs, R & D , P ro d u ct D e v e lo p me n t a n d  Ma n u fa ctu rin g . • F o rme r P re sid e n t a n d  C E O  o f S cie n tific P ro te in  L a b s; P re sid e n t, Q u a lite st P h a rma ce u tica ls; C E O , C o lu mb ia  L a b o ra to rie s, In c; A lp h a rma , In c.; a n d  R h o n e  - P o u le n c R o re r • S u b sta n tia l b u sin e ss d e v e lo p me n t e x p e rie n ce  w ith  mu ltip le  p ro d u ct a cq u isitio n s, jo in t v e n tu re s a n d  p ro d u ct d iv e stitu re s • S u cce ssfu l tra ck  re co rd  w ith  th e  F D A , ma rk e t sh a re  e x p a n sio n  a n d  n e w  p ro d u ct la u n ch e s S T E V E N  R O C A MB O L I B O A R D  ME MB E R  • S tra te g ic b u sin e ss co n su lta n t a n d  le g a l co u n se l to  life  scie n ce  e n tre p re n e u rs, co mp a n ie s a n d  in v e sto rs th ro u g h o u t th e  w o rld  • E x p e rtise  in  co rp o ra te  stra te g y  a n d  fin a n ce , p a rtn e r tra n sa ctio n s a n d  o p e ra tio n s

in itia tiv e s • F o rme r C h ie f B u sin e ss O ffice r, A d v a n ta g e n e ; S e n io r Ma n a g in g  D ire cto r &  G e n e ra l C o u n se l, P a ra mo u n t B io C a p ita l; P re sid e n t, P e a r T re e  P h a rma ce u tica ls • B o a rd  Me mb e r o f C o rtice  B io S cie n ce s a n d  A n d ro v ia  L ife  S cie n ce s A 2  A A R O N  F L E T C H E R , P H .D . C H A IR MA N  O F  T H E  B O A R D  • F o u n d e r o f B io s R e se a rch , Ma n a g in g  P a rtn e r o f B io s P a rtn e rs • L e a d  in v e sto r in  8  e a rly  - sta g e  life  scie n ce  firms, in clu d in g  E n co re  V isio n  (“E V ”) • L e d  o rig in a tio n  &  clo sin g  o f sa le  o f E V  to  N o v a rtis fo r $ 3 7 5 MM p lu s su b sta n tia l p o te n tia l mile sto n e  p a y me n ts • D ire cto r, L u n g  T h e ra p e u tics, In c

 



 

T F F  V O R I: C L IN IC A L  D E V E L O P ME N T  P L A N S  C lin ica l T ria l P la n s P h a se  I –  S A D /MA D  T ria l in  n o rma l h e a lth y  v o lu n te e rs • E n d p o in ts: S a fe ty , to le ra b ility  a n d  p h a rma co k in e tics • S in g le  A sce n d in g  D o se  (S A D ) • 4  co h o rts w ith  6  a ctiv e  +  2  P la ce b o  (6  +  2  d e sig n ) • 1 0 , 2 0 , 4 0 , a n d  8 0  mg  d o se  le v e ls • Mu ltip le  A sce n d in g  D o se  (MA D ) • 1 4  - d a y  d o sin g  tw ice  d a ily  • 4  co h o rts w ith  6  +  2  d e sig n  P h a se  2  –  D o se  fin d in g  e ffica cy  stu d y  in  In v a siv e  P u lmo n a ry  A sp e rg illo sis p a tie n ts • A d min iste r 4 0  o r 8 0  mg  o f T F F  V O R I fo r B ID  u p  to  3  mo n th s • E n d p o in ts: S a fe ty , to le ra b ility , p h a rma co k in e tics, a n d  e ffica cy  • A d a p tiv e  d e sig n  w ith  in te rim a n a ly sis to  se le ct a n d  e x p a n d  o p tima l d o se  co h o rt • P o te n tia l fo r re g istra tio n  A 3

 



 

T o ta l A mo u n t: A p p ro x ima te ly  $ 1 1 MM T F F  V O R I D E V E L O P ME N T  T IME L IN E  A d d itio n a l sce n a rio s e x ist th a t in clu d e  th e  p o ssib ility  o f lo n g e r d u ra tio n s, co sts, e ffo rts, a n d /o r e v e n  F D A  d e n y in g  u se  o f 5  0 5  (B )(2 ) a p p lica tio n , a lth o u g h  T F F  b e lie v e s th e  a b o v e  time lin e  to  b e  re a so n a b le  a n d  mo st re le v a n t b a se d  o n  cu rre n t u n d e rsta n d in  g s a n d  e x p e cta tio n s. A 4

 



 

T F F  T A C : C L IN IC A L  D E V E L O P ME N T  P L A N S  C lin ica l T ria l P la n s P h a se  I –  S A D /MA D  T ria l in  n o rma l h e a lth y  v o lu n te e rs • E n d p o in ts: S a fe ty , to le ra b ility  a n d  p h a rma co k in e tics • S in g le  A sce n d in g  D o se  (S A D ) • 4  co h o rts w ith  6  a ctiv e  +  2  P la ce b o  (6  +  2  d e sig n ) • 0 .5 , 1 .0 , 2 .5  a n d  5 .0  mg  d o se  le v e ls • 2 .5  mg  co h o rt g e ts a  se co n d  d o se  w ith  fo o d  to  stu d y  fo o d  e ffe ct o n  P K  • Mu ltip le  A sce n d in g  D o se  (MA D ) • 1 4  - d a y  d o sin g  tw ice  d a ily  • 2  co h o rts w ith  6  +  2  d e sig n  • 2 .5  a n d  5 .0  mg  d o se  le v e ls a n ticip a te d  • MA D  (3 0  - d a y ) in  L u n g  T ra n sp la n t P a tie n ts • A d min iste r 2 .5  o r 5 .0  mg  o f T F F  T a c a n d  a d ju st o ra l ta c d o se  to  a ch ie v e  th e ra p e u tic le v e ls in  b lo o d  P h a se  2 b /3 a  –  P ro o f o f C o n ce p t in  in  L u n g  T ra n sp la n t P a tie n ts (6  mo n th s o f tre a tme n t) • A d min iste r 2 .5  o r 5 .0  mg  o f T F F  T a c w ith  re q u ire d  o ra l ta c d o se  to  a ch ie v e  th e ra p e u tic le v e ls in  b lo o d  • E n d p o in ts: fre q u e n cy  o f a cu te  re je ctio n  e v e n ts, sa fe ty , to le ra b ility , p h a rma co k in e tics • A d a p tiv e  d e sig n  w ith  in te rim a n a ly sis to  se le ct a n d  e x p a n d  o p tima l d o se  co h o rt • P o te n tia l fo r re g istra tio n  A 5

 



 

T o ta l A mo u n t: A p p ro x ima te ly  $ 1 5 MM T F F  T A C  D E V E L O P ME N T  T IME L IN E  A 6  A d d itio n a l sce n a rio s e x ist th a t in clu d e  th e  p o ssib ility  o f lo n g e r d u ra tio n s, co sts, e ffo rts, a n d /o r e v e n  F D A  d e n y in g  u se  o f 5  0 5  (B )(2 ) a p p lica tio n , a lth o u g h  T F F  b e lie v e s th e  a b o v e  time lin e  to  b e  re a so n a b le  a n d  mo st re le v a n t b a se d  o n  cu rre n t u n d e rsta n d in  g s a n d  e x p e cta tio n s.

 



 

T R A N S F O R MA T IO N  S IN C E  S E R IE S  A  • C o mp le te d  / co mp le tin g  p re  - clin ica l to x ico lo g y  p ro g ra ms in  su p p o rt o f V O R I a n d  T A C  IN D  filin g s • S e cu re d  G MP  site  ma n u fa ctu rin g  su p p o rt fo r V O R I a n d  T A C  p h a se  I &  II ca mp a ig n s • T e ch n ica l a sse ssme n t o f T F F  e n a b lin g  te ch n o lo g y  o n  C B D  a n d  v a ccin e  p o rtfo lio  e x te n sio n s • S e cu re d  T A C  P re  - IN D  me e tin g  d a te  (S e p t. 2 6 ). S u b mitte d  b rie fin g  d o cu me n t to  F D A  • A d v a n ce d  b u sin e ss d e v e lo p me n t / p a rtn e rsh ip  d iscu ssio n s • A d d e d  tw o  clin ica l a d v iso rs (Ja y  P e te rs, MD  - U n iv e rsity  o f T e x a s a n d  H a ro ld  S mith , P h D  –  U n iv e rsity  o f R o ch e ste r) • E x p a n d e d  IP  p o rtfo lio  • P re p a re d  V O R I o rp h a n  a p p lica tio n  fo r U S  &  E ME A  A 7

 



 

D r. Willia ms’ re se a rch  in te re sts in clu d e  d e v e lo p me n t o f n o v e l d ru g  d e liv e ry  sy ste ms fo r o ra l, p u lmo n a ry , n a sa l, in je cta b le , b u cca l a n d  to p ica l a d min istra tio n , a s w e ll a s th e  d e v e lo p me n t o f n o v e l p a rticle  e n g in e e rin g  te ch n o lo g ie s. H is re se a rch  d e v o te s sig n ifica n t e ffo rt to  e n h a n ce  d ru g  so lu b ility  a n d  d isso lu tio n  th ro u g h  n o v e l te ch n o lo g ie s, in clu d in g  th in  film fre e zin g  a n d  p re cip ita tio n  p ro ce sse s, a n d  th e rma l p ro ce sse s. • P ro fe sso r a n d  h e a d  o f T h e  U n iv e rsity  o f T e x a s a t A u stin   C o lle g e  o f P h a rma cy ’s D iv isio n  o f Mo le cu la r P h a rma ce u tics a n d  D ru g  D e liv e ry  • N a me d  th e  2 0 1 7  In v e n to r o f th e  Y e a r b y  th e  u n iv e rsity ’s O ffice  o f T e ch n o lo g y  C o mme rcia liza tio n . T h e  p re stig io u s a w a rd  h o n o rs a  re se a rch e r w h o se  d isco v e rie s h a v e  ma d e  a  sig n ifica n t imp a ct in  co mme rcia lize d  te ch n o lo g ie s • 3 5  issu e d  a n d  p e n d in g  p a te n ts in  th e  fie ld s o f d ru g  d e liv e ry , p ro ce ssin g  a n d  b io te ch n o lo g y  • Jo h n so n  &  Jo h n so n  C e n te n n ia l C h a ir • F e llo w  o f th e  A me rica n  A sso cia tio n  o f P h a rma ce u tica l S cie n tists (A A P S ) sin ce  2 0 0 6  • F e llo w  o f th e  A me rica n  In stitu te  o f Me d ica l a n d  B io lo g ica l E n g in e e rin g  in  2 0 0 8  • H a s p u b lish e d  mo re  th a n  4 0 0  p e e r - re v ie w e d  re se a rch  a rticle s, re v ie w s, a b stra cts a n d  b o o k  ch a p te rs • C o  - e d ite d  tw o  b o o k s in  th e  fie ld s o f p h a rma ce u tica l te ch n o lo g y  a n d  d ru g  d e liv e ry , in clu d in g  “F o rmu la tin g  P o o rly  Wa te r S o lu b le  D ru g s,” S e co n d  E d itio n  (A A P S P R E S S  a n d  S p rin g e r) • E d ito r - in  - C h ie f o f A A P S  P h a rmS ciT e ch  • S e rv e s o n  th e  e d ito ria l a d v iso ry  b o a rd  o f T h e  Jo u rn a l o f D ru g  D e liv e ry  S cie n ce  a n d  T e ch n o lo g y  ( E lse v ie r) • C o  - fo u n d e d  se v e ra l p h a rma ce u tica l co mp a n ie s R o b e rt O . (B ill) Willia ms III, P h .D ., U n iv e rsity  o f T e x a s S cie n tist, R e se a rch e r a n d  In v e n to r A 8

 
 

 


