
Pioneering Bisphosphocin® Compounds

Advancing a novel class of fast-
acting antimicrobials toaddress the  

global threat ofresistance
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F o r w a r d - l o o k i n g S t a t e m e n t s
This presentat ion m a y conta in forward- looking statement s as def ined by t h e Private Securi t ies
L i t igat ion Refo r m Act of 1995. Generally, the wo rd s "believe," "expect," "intends," "estimate,"
"anticipate," "project," "will" a n d similar express ions identify forward- looking statements, w h i c h
general ly are n ot historical in nature. However, t h e a b s e n c e of th ese wo rd s or similar express ions
d oes not m e a n that a statem ent is not forward-looking. All s tatement s that add ress op erat i ng
performance, events or d eve l op m ent s that w e ex p ect or ant icipate will occu r in t h e future are
forward- looking statements. M a n a g e m e n t bel ieves that these forward- looking statem ent s are
reasonable as a n d w h e n ma d e. However, caut ion sh ou l d b e ta ke n not to place u n d u e rel iance o n
a ny s u c h forward- looking statement s b e ca u s e s u c h statement s s p e a k only as of t h e date w h e n
ma d e. O u r C o m p a n y u nd erta kes n o obl igat ion to publ icly u p d a t e or revise a ny forward- looking
statements, w h et h e r as a result of n e w information, future events or otherwise, except as required
by law. In addition, forward- looking statement s are subj ect to certain risks a n d uncerta int ies that
cou l d ca u s e our C o m p a ny ' s actual results to differ material ly f rom historical exper ience a n d our
present expectat ions or projections.

Re l y i n g  o n  s u c h  statements  involves risk, uncerta inty a n d  assumpt ions.  These statements  are  
b a s e d  o n  the current  est imates  a n d  a s s u mpt i on s  of the  m a n a g e m e n t  of L a ke w o o d ‐ A m e d ex   
B iotherapeut ics Inc. as of the date of this press release a n d are subject to uncerta inty a n d ch a n ges .   
All s tatement s obta ined in this press release are m a d e only as of the date of this press release a n d   
L a ke w o o d ‐ A m e d ex  B iotherapeut ics  Inc. d oes  not  u n d erta ke  a ny  obl igat ion to publ ic ly  u p d a t e  a ny   
forward‐ looking statements.
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Ant im ic robia l R e s i s t a n c e (AMR): A Global P u b l i c H e a l t h Threat

Directly  cau ses  1.14 mi l l ion d eath s   
annual ly a n d contr ibutes to nearly
4.7 mi l l ion d eath s worldwide( a )

U n a d d re s s e d A M R cou l d cost
~$3.8 tril l ion in lost g lobal G D P   
b y 2050( b )

In  the U.S., infections f rom six  
c o m m o n  mult idrug-res i stant   
p a t h o ge n s cost > $ 4 . 6 B in 2021(c)

C o re  D r i vers  of A M R
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• Wi d esp rea d  u se  of systemic antibiot ics

• Freq u ent  systemic  u s e of antibiotics for  
infect ions suitable for local t reatment

• Antibiot ic u se  in agricul ture

F u n d a m e n t a l Barr ier

• N ewl y  developed systemic antibiot ics  
are vulnerable to resistance

• I nten d ed u se only as reserve or third-l ine  
therapies

(a) The Lancet, 2024, 404: 1199-1226, doi.org/10.1016/ S0140-6736(24)01867-1; (b) World Bank Report, 2017; (c) Clinical 
Infectious Disease, 2021, 72, S17-26



V a l u e Propos i t ion of P a t e n t e d B i s p h o s p h o c i n ® C l a s s

First-in-class, ant imicrobia l c o m p o u n d s with potential to mi t i gate the  
i m p a c t of the g loba l A M R crisis

B ro a d - s p e c t r u m activity a ga inst b ot h suscept ib le a n d cl inically  
relevant resistant pathogens ( a )

D e m o n st ra t e d cidal activity a ga in st biof i lm o rga n i s m s (b)

Favorable resistance profile wi th low risk of resistance d eve l op m ent (a)  

Loca l  del ivery achieves h i g h  concentrat ion  at the  site of infect ion  

R e d u c e d l ikel ihood of systemic side effects d u e to targeted delivery
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(a) –Cooper K, et al, AntimicrobialAgents and Chemotherapy, 2025, https://doi.org/10.1128/aac.00948-25;
(b) –Akiyosji D., et al., 53rd ICAAC, 2013, Denver, CO, (abstract F1701a)

https://doi.org/10.1128/aac.00948-25
https://doi.org/10.1128/aac.00948-25
https://doi.org/10.1128/aac.00948-25


B i s p h o s p h o c i n ®  — P r o p o s e d  M e c h a n i s m of A c t i o n

• Targets  bacteria t h ro u g h  a  p H - a n d   
con cent rat ion -dep end ent  destabi l ization of  
the  bacterial  cell  m e m b ra n e , typical ly within
m i n u t e s of exposure

• B ro a d - s p e c t r u m  antibacterial  activity,  
i n c l u d i n g  resistant strains (MRSA, VRE), wi th   
d emon st rat ed  effect iveness a ga in st   
b iodefense p a t h o g e n s

Bisphosphocin® c o m p o u n d s are novel, smal l nucleot ide derivatives that are p rop os e d to exert  
antibacteria l activity b y ta rget in g bacterial cell m e m b ra n e s , c a u s i n g rapid bacterial cell death( a )
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M e c h a n i s m of Ac t ion – R a p i d Destabi l i zat ion of Bac ter ia l Cel l Wal l s

(a) –Cao S., et al., Ann. Clin. Microbiol. Antimicrob., 2011, 10, 1.



L e a d P r o g r a m :  I n f e c t e d D i a b e t i c F o o t Ulc er ( iDFU)
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Global P re v a l e n c e

• 830M people with diabetes;( a) a b ou t on e third will develop a D FU ( b )

Infect ion R a te

• ~50% of D F U s b e c o m e infected; m a n y pat ients face recurrent events (b)

S e v e re O u t c o m e s

• Infect ions are a critical risk factor for amputat ion, a l on g s ide the  
p resen ce  of peripheral  arterial d isease (b)

Re s i s t a n c e C h a l l e n g e

• 15–20% of i D F U s involve resistant p a t h o g e n s (primari ly M RSA) (c)

Tre a t m e n t S h o r t c o m i n g s

• Standard-of-care: systemic antibiot ics a n d w o u n d care — yet o u t c o m e s   
rema i n poor with h i g h recurrence a n d a mp u tat i on rates

(a) WHO report on diabetes, 2024;
(b) Armstrong D., et al., Diabetes Care, 1998, 21 (5), pp 855-859;
(c)Zhou S., et al., Metabolic Syndrome and Obesity, 2024, 17, 563-574



N u - 3  S e l e c t e d  for C l in ica l D e v e l o p m e n t ( a )

B ro a d s p e c t r u m in vitro; N u - 3 s h o w n to b e rapidly cidal a ga inst a   
broad s p e c t r u m  of microbes,  i n c l u d i n g  resistant strains, wi th  low  
potential for resistance d eve l op m en t a n d activity a ga inst biof i lm

R o b u s t ef f i ca c y in s k i n infect ion mo de l s ; N u - 3 act ive as solut ion  
or ge l formulat ion in s ing le d ose a n d mult ip le d ose in vivo studies

Fo r m u l a t i o n  d e s i g n e d  for local  administrat ion;  Gel  formulat ion  
developed as m o s t appropriate d o s a g e form for topical appl icat ion

E xc e l l e nt  safety  profi le tox i co l o gy  p ro g ra m ;  m i n i m a l effects  
g i ven at h i g h doses b ot h iv a n d topical safety studies

P h a s e  2 a  t r i a l ; S i n g l e - b l i n d e d ,  d o s e - f i n d i n g  s t u d y  e v a l u a t i n g  N u - 3  i n  
a d u l t  p a t i e n t s  w i t h  m i l d l y  i n f e c t e d  d i a b e t i c  f o o t  u l c e r s

(a)Cooper K, et al, AntimicrobialAgents and Chemotherapy, 2025, https://doi.org/10.1128/aac.00948-25 7



Nu-3  demonstrates  rapid  bacter i a l  k i l l  in  v i t ro ( a )

In the abs ence  of N u-3  the  
bacteria are unaffected over  
the 20-minute t ime course.

25 m g

Ve h icle  
C o n trol

At a  low concentrat ion (25  
m g / m l  - 2.5%), all the  
bacteria are kil led within 10  
minutes.

5 0 m g

100 m g

At higher concentrat ions of  
N u-3  (50 a n d  100 mg /ml ,  5  
a n d  10%) the bacteria are  
kil led in 5 m i n u te s or less.

In t i m e kill ex per iments , w h e r e bac ter ia are ex p o s e d to t h e B i s p h o s p h o c i n ® c las s of c o m p o u n d s , t h e ac t ion is rapid, w i th   
total cel l d e a t h occ urr ing with in m i n u t e s at h i g h e r concentrat ions a n d lower p H values

T i m e  to Kill: N u- 3  vs.  E.coli

(a) - Cooper K, et al, AntimicrobialAgents and Chemotherapy, 2025, https://doi.org/10.1128/aac.00948-25
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In 21-day Serial Passage experiments to induce antibacterial resistance vs  E. coli and MRSA, Nu-3 demonstrated marginal MIC 
increases whereas Ciprofloxacin showed 600- to 2,000- fold resistance 

I n  v i t r o  S e r i a l  Pa s s a g e  Re s i s ta n c e  A s s ay
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N u - 3 Gel Formulation Outperforms Solution Formulation(a)

1& 2
H o u r s

At 1a n d 2 ho urs post establ i shed infection  
b o t h  10% g e l  a n d  10% solution of N u-3   
s h o w >95% inhibition of M R S A g r o w t h

4 H o u r s
At 4 ho urs post establ i shed infection the   
10% g e l  o utper f orms  the  10% solution of  
N u-3 in b l o c k i n g M R S A g r o w t h

8 H o u r s
At 8 ho urs post establ i shed infection th e
10% g e l is far superior to t he 10% solution
of N u-3 in b l o c k i n g M R S A g r o w t h

(a) - Cooper K, et al, AntimicrobialAgents and Chemotherapy, 2025, https://doi.org/10.1128/aac.00948-25
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N u - 3 Gel active either once or twice per day in multidose study( a )

5 % Gel
After 5 days  of t reatment  w i th  5% N u-3  g e l   
b o t h o nce-a-day (Q D) a n d twice-a-day (BID)   
M R S A g r o w t h is >95% inhibited

5 %  Gel +
5 d a y s   

recovery

After 5 days  of t reatment  p lus  5 days  recovery  
w i th  5% N u-3  g e l  the  twice-a-day  (B ID)   
r e g i m e n o utper f orms the o nce-a-day r e g i m e n   
in control l ing M R S A g r o w t h

(a) - Cooper K, et al, AntimicrobialAgents and Chemotherapy, 2025, https://doi.org/10.1128/aac.00948-25
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A d v a n t a g e s of B i s p h o s p h o c i n ® C l a s s in C o m b a t i n g AMR:  
b a s e d  o n avai lable  non-c l in ic a l  e v i d e n c e
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Right D r u g Right Application Right MOA



Cl in ica l E v i d e n c e S u p p o r t i n g D e v e l o p m e n t of N u - 3

• A 21‐Day Rep eat Pa t c h Test to Eva luate the Irritation Potential of Test P ro d u c t (2% N u ‐ 3 in 0.85%
Saline, W/V) o n A b ra d e d a n d Intact S k i n Sites with Controls  in 35 healthy subjects

• N o  f i n d i n g s  i n  i n ta c t  s k i n ,  m i n i m a l  re a c t i o n  i n  a b ra d e d  s k i n  a t  2 %

• D o u b l e  bl inded, randomized, dose‐esca lat ing
• D o s e s of N u ‐ 3 solution: 0.1%, 1% a n d 2 % or p l a ceb o in 30 pat ients ana lyzed
• No relevant safety f indings
• Tre n d  fo r  Pa t h o g e n reduct ion a n d ulcer surface area re d u c t i o n  o n l y  a t  2 %

13

P h a s e  1 P a t c h S t u d y

E x p l o rator y P h a s e 2a S t u d y in Pat i e nt s w i t h i D F U

C o n c l u s i o n s  f o r  f u r t h e r  d e v e l o p m e n t
• N u - 3  i s  we l l  t o l e ra t e d  a n d  s a fe
• D o s e s not sufficiently high           additional toxicology studies for higher concentrations initiated
• Decision to change formulation from solution to gel 



S t e p One: P h a s e 2a S t u d y

S I N G L E
Bl inded,   

R an d om ized

N u - 3  g e l 2 %

N u - 3  g e l 5 %

N u - 3  g e l 10%

A c t i v e T r e a t m e n t

D a y 1 D a y 14 D a y 2 8

F o l l o w u p

N o t r e a t m e n t

N o t r e a t m e n t

N o t r e a t m e n t

S t e p Two: P h a s e 2 b S t u d y
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P h a s e 2a/2b S t u d y D e s i g n w i t h N e w Gel F o r m u l a t i o n

I n d icat ion
• Infected diabet ic  foot ulcers

S afet y M e a s u re s
• N u m b e r of related A E s a n d S A E s

Ef f i c a c y M e a s u re s
• Red u ct i on in C F U at days 7 a n d 14  

c o m p a re d  to basel ine
• Cl inical infect ion scores a n d w o u n d size  

c h a n g e s

P ro to co l
• P h a s e 2a: A l i g n ed with F D A c o m m e n t s

• N C T 0 7 5 6 5 5 0 6  ( C l i n i c a l Tr i a s l . g o v )
• P h a s e 2b: F D A reviewed a n d in a l i g n m e n t

• N C T 0602 0 3 5 (ClinicalTrials.gov)

Ta rge t O u t c o m e
• Achieve cl inical  proof-of-concept of safety  

a n d ant imicrobia l eff icacy in P h a s e 2
*Treatment g r o u p s in P h a s e 2b will b e con f i rmed after P h a s e 2a readout

D O U B L E
Bl inded,   

R an d om ized

N u - 3  g e l 5 %

N u - 3  g e l 10%

P l a c e b o

A c t i v e T r e a t m e n t

D a y 1 D a y 14 D a y 2 8

F o l l o w u p

N o t r e a t m e n t

N o t r e a t m e n t

N o t r e a t m e n t



i D F U D e v e l o p m e n t a n d R e g u l a t o r y S t r a t e g y
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Geographic  
S c o p e

• P h a s e  2 U.S. d e v e l o p m e n t

• P h a s e  3 International d e v e l o p m e n t

Cl in ica l   
Development

• 2 s mal l accessory studies full pharmaco k ine t i c a n d skin sensitization

• E n d of P h a s e  2 Meet ing

• P h a s e 3: In partnership to attain g lo ba l reach a n d capabil i t ies

o Active co mparato r trial(s)

o L o n g e r fol low-up in P h a s e 3 to establ ish cl inical utility o n w o u n d hea l ing   
(Per f o rmance  + Utility)

M a n u f a c t u r i n g
• F inal  F o rmulat io n

o Def ine the c o m m e r c i a l dosage form by e n d  of P h a s e  2 for P h a s e 3 start



N u -3

N u -8

N u -11

N u -10

Ind icat ion P ro g ram : Discover y Pre-c l in ical P h a s e 1 P h a s e 2 P h a s e 3 S tatu s

T ar g e ts :

• P u l m o n a r y Infections

• Urinary Tract Infections

• Oral Mucosit is

• Otitis E xte rna

Skin and Soft t issue 
Infections (SSTI) ,

e.g. ,  Infected Diabet ic
Foot  Ulcers ( iDFU)

P h a s e  2a initiated

Profi l ing for  
potential indication  
de v e lopme nt

D e v e l o p m e n t P i p e l i n e

16



U p c o m i n g  M i l e s t o n e s

2Q26
• Dru g  p rod u ct  m a n u f a ctu r in g  in i t ia te d
• S i te  e n ro l lm e n t  in i t ia te d
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3Q26
• Dru g  p rod u ct  m a n u f a ctu r in g  com p le te d
• S i te  e n ro l lm e n t  co m p le te d
• C l in ica l  T r ia l  C om m e n ce s
• F i r s t  Pa t ie n t  F i r s t  V i s i t

4Q26
• C l in ica l  T r ia l  On g o in g
• A l l  s i te s  a ct iv a te d

1Q27
• T a rg e t  Top  L in e  Re s u l t s



R o b u s t  Intel lectual  P r o p e r t y Portfol io

7 2
Is s u e d

29
P e n d in g

101
P a te n ts
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Pa te n t Exc l u s i v i ty

• Ke y fi l ings provide protect ion t h ro u g h 2 0 3 8
• Re c e n t  appl icat ions ex ten d  t h ro u g h 2 0 4 4

Pa te n t C o v e r a g e

• Patent s  cover co mpo s i t i o n- o f - matte r  of the   
B i s p h o s p h o c i n ®  c lass a n d  other related  
c lasses of co m p o u n d s ;  fo rmul at i ons  of Nu-3;  
u s e  patents  for the  B i s p h o s p h o c i n ®  class; a n d   
p ro c e s s  patents  for the class



Nu-3  Wel l  Pos i t ioned in  Compet i t ive  Landscape

1 9

On l y  On e  D i re ct  an d  Co m p arable  Co m p et i tor  –  Re c c e ’s  R3 2 7
• To p ica l  a ge nt  fo r  S k in  &  S of t  T i s s u e  I n fe ct ion s  –  focu s  on  iDF U
• L ate - sta ge  d eve lop m e nt  in  A u st ra l ia  &  I n d on e s ia

• N o a p p rove d  top ica l  for  t re atm e nt  o f  iDF U
• N o ef f i ca cy  a ga in st  re s i sta nt  p ath oge n s

Proprietary 
Topical

Standard of 
Care

OTC

• Ef fe ct  o f  o ra l  a nt ib iot i cs  in  m i ld  iDF U n ot  d e m on strated
• G u id e l in e s  b a s e d  on  ge n e ra l  in fe ct ion  stewa rd s h ip



E x p e r i e n c e d  M a n a g e m e n t w i t h  I n d u s t r y  D e p t h

Ke l v i n  C o o p e r, P h . D.

Chief  Execut ive Officer

• 4 5  Y e ar s  in  the   
P h a r m a c e u t i c a l Industry

• 3 0  years  at Pf izer
• E xe cut iv e  L e ade r sh ip roles  

in  D r u g  Discovery,  D r u g   
De v e lopme nt ,   
Manuf actur ing ,  a n d   
C o m m e r c i a l

P e t e r C e c c a c c i

Chief  F inancia l Officer

• More t h a n  2 5 years  of  
e xpe r ie nce  as  a  Senior   
E xe cut iv e  w i th c o m p r e h e n s i v e   
e xpe r ie nce  in  account ing ,   
f inance,  strategy,  compl iance ,   
a n d m a n a g e m e n t

T h o m a s  B al zer,  M.D., P h . D.

Chief  Medical Officer

• 3 0 Y e ar s in the P h a r m a c e u t ic a l   
Industry  at  S c h e r i n g  AG, B ay e r   
US,  E x a c t S c i e n c e s

• E xe cut iv e  L e ade r sh ip roles in   
G lobal  C l in ica l  D e v e l o p m e n t   
a n d  Global  Medical  Affairs at   
B ay e r U S

L ea d e rsh ip B o ard

Ke l v i n  C o o p e r, P h . D.

Chief  Execut ive Officer

L e o n a r d  J . D e R o m a

Director

D o u g  Mani on,  M.D., F R C P ( C )

C h a i r m a n

J o s e p h  Tu c ke r, P h . D.

Director
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P i o n e e r i n g I n n o v a t i o n s to C o m b a t D r u g - R e s i s t a n t Inf ec t ions

Cl in ica l -stage  b i ote ch n ol og y  c o m p a n y  d eve l op i n g  a  novel class of fast-acting, broad-spectrum antimicrobials —
B i s p h o s p h o c i n ® c o m p o u n d s — to treat infect ious d i se a se s a n d r e d u ce th e threat p o s e d b y antibiot ic-resistant m i c r o b e s

P h a s e 2 l e a d product , Nu-3, is a topical ly del ivered ant imicrobia l   g e l
for the treatment of infected diabet ic foot ulcers ( iDFU)

Pre-c l in ica l  or early  c l in ica l  d a t a  d emon st ra t e  broad, fast -act ing activity  
(incl. resistant strains) wi th  low resistance risk, a  favorable safety profile,  
a n d  effective local act ion

P o te nt ia l f i rst- in-c lass infect ion the ra py for the treatment of i D F U

N e a r- te rm m i l e s t o n e s i n c l ude the initiation of a p l a n n e d P h a s e 2a
cl inical trial eva luat ing the safety a n d efficacy of N u - 3 in i D F U

R o b u s t intel lectual  pro pe rty e sta te with key fi l ings prov id ing protect ion  
t h r o u g h 2038 a n d recent appl icat ions e x t e n d i n g t h r o u g h 2 0 4 4
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