
Pioneering Bisphosphocin® Compounds

Advancing a novel class of fast-

acting antimicrobials to address the  

global threat ofresistance
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F or w a r d - lo o ki ng S t a t e me n t s

This presentati on m a y c ont a in forward - look ing st at e me nt s as def i ne d by t he Pr ivat e Se cur itie s
L iti gat ion Re for m Ac t of 1995. General ly, t he words "believe," "expect," "intends," "estimate,"
"anticipate," "project," "will" a nd s imilar express ions ident ify forward - look ing stateme nt s , w hi c h
ge ne ra l ly are not his tor ical in nature. However, t he ab se nc e of t hese words or s imilar express ions
doe s not m e a n t hat a st at eme nt is not forward-looking . Al l s t at e me nt s t hat address ope rat i ng
performanc e, eve nt s or de ve lo pme nt s t hat w e expe c t or ant ic ipat e wil l oc c ur in t he fut ure are
forward - look ing stat ements . M a na g e m e n t believes t hat t hese forward - look ing st at e me nt s are
reasonabl e as a nd w h e n mad e. However, c aut i on sho uld be t ake n not to p lac e u nd u e re liance o n
any s uc h forward - look ing st at e me nt s be c au se s uc h st at e me nt s sp ea k onl y as of t he date w h e n
mad e. O ur C o m p a ny unde rt ake s no oblig at ion to publ icly up dat e or revise any forward - look ing
stateme nt s , wh et he r as a result of n e w information , fut ure eve nt s or otherwise, exce pt as requi re d
by law. In addition, forward - look ing st at e me nt s are subj ec t to ce rtai n r isks a nd uncert ai nt ies t hat
c oul d c aus e our C omp any 's act ua l result s to differ mater ia l ly from histor ical exper i enc e a nd our
present expec tatio ns or projections.

Re ly i ng  o n  s uc h  s tat em ent s  involves  risk, unce rta inty  a nd  assumpti ons . The se s tat em ent s  are  
bas e d  o n  t he c urre nt  est imate s  a nd  ass umpt i ons  of t he m a n a g e m e n t  of L a ke wo o d‐ Am e de x   
Bi ot herape uti cs Inc. as of t he date of th is pre ss release a nd are subje c t to unce rta inty a nd c hang e s .   
Al l s ta t em ent s obt a ined in th is pre ss release are m a d e onl y as of t he date of th is pre ss release a nd   
L a ke wo o d‐ Am e de x  Bi ot herape uti cs  Inc. doe s  not  unde rt ake  any ob ligati on to  publ icly  up dat e any  

forward‐l ooking statements.
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Ant imic robia l R es i s ta n c e (AMR): A Globa l P ub l i c Hea l th T hrea t

Dire ctly cau se s 1.14 mil l ion de ath s  
annual ly a nd contributes to nearly
4.7  mil l ion  de ath s worldwide ( a)

U na dd re s se d A M R cou ld cost
~$3.8 tri ll ion in lost g lobal G D P   
by 2050( b )

In the  U.S., infect ions f rom six   
c o m m o n  mult idr ug-re sistant  
p ath o ge ns cost > $4.6 B in 2021(c)

Co r e D rive rs  of A M R
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• Wi de sprea d  use  of syst emi c antib iotics

• F re que nt  syst emi c use of antib iotics  for  
in fect ions  suit ab le for loca l t reat ment

• Ant ibi ot ic use  in agr i cu lt ure

F u n da m e n ta l B arrier

• N ew ly  dev elo ped  syst emi c antib iotics   
are vu lnerab le to res istance

• In t end ed use onl y as reserve or th ird-l ine  
t herapie s

(a)TheLancet, 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 al ue Prop os i t io n of P a t en t e d B i s p h o s p h o c i n ® C la s s

First-in-class, ant imic rob ia l c o m p o un d s wi th pot ent ial to mi ti gat e t he  
i mp ac t of t he g loba l A M R cr is is

B roa d- sp ec t r um act ivity aga i nst bo t h susce pt ib le a nd cl inica lly   
re levant res istant pathog ens ( a )

De mo nst rat e d cida l act iv ity aga i nst b iofi lm or gan is ms (b)

Favorab le res istance profi le wi th low r isk of res istance de ve lo pme nt (a)  

L oca l  del ivery ach i eves  h i g h  co nc e nt rat io n at  t he site of infection   

R e d uc e d likel ihood of syst emi c s ide effects d ue to t arg et ed delivery
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(a) –Cooper K, et al, Antimicrobial Agents 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 se d  M e c h a n is m of Ac t ion

• Target s  bac ter ia  t h rou g h  a  p H - a nd   
c onc ent rati on -de pende nt  destabil ization  of  
t he bact eria l  cel l me m bran e, typ ica l ly  wit h in   
on e m in ut e  of exposure

• B roa d- sp ec t r um  antibac ter ial  activ ity,  
i nc lu d in g  res istant s tra ins  (MRSA, V RE) , wi th   
de mo nst rate d  effectiveness  aga i nst   
b iodefense pat hog e n s

Bisphosphocin® c o m p o un d s are novel, sm a ll nucleot ide derivatives th at are propose d to exert  
an tib acterial act iv ity b y ta rget ing ba cterial cel l m e m bra n es , c a us i ng rap id ba cterial cel l death (a )
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M ech a ni sm of A ct io n – Ra p i d Destabi li zati on of Bacteri al Ce ll Wal ls

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



L e a d P ro g r a m :  I nf ec t ed Dia be t ic F oo t U lc er ( iDFU)
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G lobal P re va le nc e

• 8 30 M peopl e wi th diabetes ; (a) abo ut one th ird wil l deve lop a DF U ( b )

Infe ction R at e

• ~5 0% of D F U s b e c o m e infected; m a ny pat ient s fac e recurre nt eve nt s (b)

S ev er e O u t c o m e s

• Infec tions are a cr itical r isk factor for amputat ion , a lo ng s ide t he  
pre senc e  of per iphera l  arterial d isease (b)

R e s is ta nc e C ha l le n g e

• 15–20% of i D F U s involve res istant pa t ho g e ns (pr imar i ly MR S A) (c )

Tr ea t me nt S h o r t c o mi n g s

• Standard -of-care: syst emi c antib iotics a nd w o u nd care — yet o ut c om e s   
re mai n poor wi th h i g h rec urre nc e a nd amp ut at io n 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



Nu - 3  S e le c te d for C l in ica l Dev e lo pment ( a )

B r o a d s p e c tr u m in vitro; N u-3 s ho wn to be rapid ly cida l aga i nst a   
broad  sp e c t r um  of mic robes ,  i nc lu d in g  res istant strains, wi th  low  
pot ent ial for res istance de ve lo pme nt a nd act iv ity aga i nst b iofi lm

R o b u st ef f i c ac y i n s k i n i nfe ct i on m od el s; N u-3 active as so lut ion  
or g el formulati on in s ing le dose a nd mult ip l e dose in v ivo s tud ie s

F or m ul a t i on  d e s i g n e d  for  l ocal  adm i nistrat i on;  Gel formulati on   
dev elo ped as m ost appropr iate do sa g e form for top ic al appli cation

Ex c e l l en t  safe ty  prof ile tox i c ol o g y  p ro g ra m;  mi n i mal effects   
g i ve n at h i g h dose s bo t h iv a nd topic al sa fety stud ie s

O p e n IND; N u-3 I N D o pe n a nd active

(a)Cooper K, et al, Antimicrobial Agents and Chemotherapy, 2025, https://doi.org/10.1128/aac.00948-25
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Nu-3  demonstrates rapid  bac ter ial  ki l l  in v it ro ( a )

I n  t he  a bs e nc e  of  N u- 3  t he  
bacte ria are unaf fe cte d over  
t he 2 0 - m in ut e t im e course.

25 m g

Ve h ic le   

C o n trol

At a  low  conce ntrat ion  (25  
m g / m l  - 2.5%), al l  t he   
bacte ria are kil led w ith i n 10  
mi nutes .

5 0 m g

100 m g

At hi gh e r conce ntrat ion s of   
N u- 3  (5 0 a n d  100 mg / ml ,  5  
a n d  10%) t he  bacte ria  are  
ki l led in 5 m i nu te s or less.

I n t i m e kill exp er im en t s, w h e r e b a ct er i a a r e ex p o s e d to t h e B i s p h o s p h o c i n ® c l a s s of c o m p o u n d s , t h e a c ti o n is ra p id , w i th   

to ta l ce l l d e a t h o cc u r r in g w it h i n m i n u t e s a t h i g h er co n cen t r a t i o n s a n d lo w er p H v a l u es

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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Nu - 3 Gel Formulation Outperforms Solution Formulation (a)

1 & 2

H o u r s

At 1a n d 2 ho ur s po st e st ab l is he d inf ect ion   

b ot h  10% ge l a n d  10% sol ution of  N u- 3   
s h ow >9 5 % inhib i t ion of M R S A g r ow t h

4 H o u r s

At 4 ho ur s po st e st ab l is he d inf ect ion t he   

10% ge l ou tp er f o rm s  t he  10% sol ution  of   
N u- 3 in b lo ck i n g M R S A g r ow t h

8 H o u r s

At 8 ho ur s po st e st abl is he d inf ect ion t he

10% ge l is far supe ri or to t he 10% sol ution
of N u- 3 in b lo ck i n g M R S A g r ow t h

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

5 % Ge l

Aft er 5 da y s  of  t r e at me n t w i th  5 % N u- 3  ge l  

b ot h on ce - a - da y ( Q D ) a n d t w ice -a -da y ( B ID )   
M R S A g r ow t h is >9 5 % in hib i te d

5 %  Ge l +
5  d a y s   

recovery

Aft er 5 da y s  of  t r e at me n t p l us  5 da y s  r ecove ry   

w i th  5 % N u- 3  ge l t he  t w ice -a -da y  ( BI D )   
r e g i m e n ou tp er f o rm s t he on ce - a - da y r e g i m e n   
in  cont rol l i ng  M R S A g r ow t h

(a) - Cooper K, et al, AntimicrobialAgents and Chemotherapy, 2025, https://doi.org/10.1128/aac.00948-25
10

0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

100%

In
fe

ct
io

n 
as

 %
 o

f C
on

rt
ol

5-Day Multiple Dose Mouse Infection Model

BID

QD

Control 5-Days 
Treatment

5-Days Treatment
+ 5-Days Recovery



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 la s s in C o m b a t i n g AMR:  
b a se d  o n av ailable  non -c lin ic al  e v i de n c e
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Right Dru g Right Application Right MOA



Cl in ica l E v id en c e S u pp o r t i n g D e v e l o p m en t of Nu - 3

• A 21‐Day Re pe at P at c h Test to Eva luate t he Irr itation Potent ial of Test P ro duc t (2% N u‐3 in 0.85%
Saline, W/V) o n Ab rade d a nd Intac t S k in Sit es wi th Cont ro ls

• 35 hea lt hy  sub je c ts expo se d
• Ab rade d skin: Pos itive cont ro l > 2% N u‐3 > N eg at ive sal ine so lut ion cont ro l
• Intac t skin: Pos itive cont ro l > 2% N u‐3 = N eg at ive sal ine so lut ion cont ro l

• Do ub le  b l inded, randomi ze d, dose‐e sca lat ing
• Do se s of N u‐3 so lution: 0.1%, 1% a nd 2 % or p l ace bo (8:8:8:6 randomizati on)
• 3 0 pat ient s ana lyzed
• Safety  as  pr imary e ndpoint
• Eff icac y secondary: pa t ho g e n reduc ti on a nd ulcer surfac e area me a su re me nt s
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P h a s e  1 P a t c h S t u d y

E x p l orato ry P h a s e 2a S t u d y i n Pat i e nt s w i t h i D F U



Cl in ica l E v id en c e S u pp o r t i n g D e v e l o p m en t of Nu - 3

• A 21‐Day Re pe at P at c h Test to Eva luate t he Irr itation Potent ial of Test P ro duc t (2% N u‐3 in 0.85%
Saline, W/V) o n Ab rade d a nd Intac t S k in Sit es wi th Cont ro ls  in 35 hea lt hy  sub je c ts

• N o f in d in g s  in  i nt ac t  sk i n ,  mi n i mal  re ac t i on  i n  abrad ed  s ki n  at  2 %

• Do ub le  b l inded, randomi ze d, dose‐e sca lat ing
• Do se s of N u‐3 so lution: 0.1%, 1% a nd 2 % or p l ace bo in 3 0 pat ient s ana lyzed
• No relevant safety f inding s
• Tr e nd fo r  Pat ho g e n reduc ti on a nd ulcer surfac e area re d uc t i o n  o n l y  a t  2 %
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P h a s e  1 P a t c h S t u d y

E x p l orato ry P h a s e 2a S t u d y i n 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  is  we l l  t o le rat e d  an d  sa fe
• Do se s not sufficiently high           additional toxicology studies for higher concentrations initiated
• Decision to change formulation from solution to gel 



S t ep O ne: P h a s e 2a S t u d y

S I NG L E
Bli nded ,   

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 ct iv e Tre at me nt

D ay 1 D ay 14 D ay 28

F ol lo w u p

N o tre atm en t

N o tre atm en t

N o tre atm en t

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

In dicat ion

• In fec ted  d iabet ic foot u lcers

S afet y M eas u res

• N um b e r of re lated A E s a nd S A E s

Ef f i c acy M eas u res

• Re duc t i on in C F U at days 7 a nd 14  
c o mp are d  to base l ine

• Clin ical infection scores a nd w o u nd s ize  
c h a ng e s

Pr otoco l

• P h as e 2a: Al i g ned wi th 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 as e 2b: F D A reviewe d a nd in a l i g nm en t

• N CT 0 60 2 0 3 5 (Cl in icalTr ia ls .gov)

Tar ge t O u t c o m e

• Ac hie ve cl in ic al  proof-of-conce pt  of safety  
a nd ant imic rob ia l eff icacy in P h as e 2

*Treatmen t gr o u p s in P h as e 2 b will b e co n fi rm ed after P h as e 2a re ado u t

D O U B L E
Bli nded ,   

R an d om ized

N u - 3 g e l 5 %

N u - 3 g e l 10%

P la c e b o

A ct iv e Tre at me nt

D ay 1 D ay 14 D ay 28

F ol lo w u p

N o tre atm en t

N o tre atm en t

N o tre atm en t



i D F U D e v e l o p m en t a n d R eg u la t or y S t ra teg y
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Geographic  
S c o p e

• P ha s e  2 U.S. d e v e l op me n t

• P ha s e  3 I nter nati ona l d e v e l op me n t

Cl i ni ca l  
Development

• 2 s ma ll ac ces s or y s tudi e s fu ll ph a r ma co k in e t ic a n d s k in se nsit izat ion

• E n d of  P ha s e  2 M e e ti ng

• P ha s e 3: I n pa rt ne rs h i p to at ta in g l ob al r e ac h a n d capabil it ie s

o Act iv e co m pa r at or tria l(s)

o L o ng e r f o llow -up in P ha s e 3 to e sta blis h c l in ica l uti l ity o n w o u n d he a l in g   

( P e r f o rm a nce  + Util ity)

M a nu f a c tu r i ng
• F ina l  F or m ul a ti on

o D e f i n e t he c om m e r ci a l dos age  f orm  by  e n d  of  P ha s e  2 for P ha s e 3 start



Nu -3

Nu -8

Nu -11

Nu -10

In dica tio n P ro g ram : Disco ver y Pre-cl inic al P h a s e 1 P h a s e 2 P h a s e 3 Sta tu s

Targe ts :

• Pu lmo na r y Infections

• Urinary Tr act Infections

• Or al Mucosi tis

• Otitis Extern a

Skin and Soft ti ssue 
Infect ions (SST I),

e .g.,  Infect ed D ia betic
Fo ot Ulcers ( iD FU)

Ph a s e 2 ini tiation

Prof i ling for  
potential indicat ion  
dev elop ment

D e v e l o p m en t Pipe l in e

1 6



U pc oming  Mi lest ones

2Q26
• Dr u g p rod u ct  m a nu f a ctu r in g  i n it i at ed
• Si te  en ro l lm en t  in i t ia te d
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3Q26
• Dr u g p rod u ct  m a nu f a ctu r in g  com p l eted  -  
• Si te  en ro l lm en t  com p le ted  -  
• Cl in i ca l  T r i al  C omm en c es
• Fi rs t  P a t ie n t  F i rs t  V i s i t

4Q26
• Cl in i ca l  T ri al  C ompl ete
• La s t  P a t ient  La s t  V i si t

4Q26/1Q27
• Top  L in e Re su l ts



R o b u s t  Intel lectua l Pr op erty Portfolio

7 2
Is s u e d

29
P e n d in g

101
P a te n ts

1 8

Pat e nt Exclus ivi t y

• K e y f i lings provide prote ct ion t h rou g h 2 0 3 8
• Re c e nt  appli cations  ext end  t h rou g h 2 0 4 4

Pat e nt C ov e r a g e

• Pat e nt s  cover  c om p os it i on - o f- m atter  of t he  
B i sp ho sph oc in ®  cl ass  a nd  other  re lated   
cl asses  of c om pou nds;  fo rm ul at i on s of Nu-3;   
u s e  pate nt s  for t he B i sp ho sph oc in ®  class; a nd   
p ro c e s s  pate nt s  for t he cl ass



Nu-3  Well  Pos i tioned in  Competi t ive  La ndsca pe

1 9

O nly One  D i rect  a nd Com parable Compet it or –  Re cce’s  R 3 27

• Top ica l  a gent  for Sk in  &  Sof t  T i ss ue Infe ct ions  –  focu s  on  i DFU

• La te-sta ge d evel op me nt  in  Au stra l ia  &  In d on esi a

• No a pproved  top i ca l  for t rea tme nt  of  i DFU

• No ef f i cac y  a ga ins t  re si stant  pathog ens

Proprietary 
Topical

Standard of 
Care

OTC

• Effec t  o f  ora l  a nt ib iot ics  i n  m i ld  i DFU not  dem ons trated

• G uidel ine s bas ed  on  ge nera l  in fect i on  s te wa rdsh i p



E x p e r i e n c e d  M a n a g e m e n t w ith  I ndu st ry  D e p t h

K el v i n  C o o p er, P h . D.

Chief  Exe cu ti ve Officer

• 45 Yea rs  in t he  

Ph a r ma ceu ti ca l Ind ustr y

• 30 year s at Pf iz er

• Executiv e Lea der sh ip roles  

in D r u g  Discovery, D r u g   

D evelo pmen t,   

Ma nufa ct ur ing,  a n d   

C om m er c i a l

P ete r C e c c a c c i

Chief  Fi nanc i a l Officer

• Mor e t ha n  25 year s of  

exper ience as  a  Senior   

Executiv e  with com pr eh ens ive  

exper ience in a cco unt ing ,  

f ina nce, st rategy, com pl ian ce,  

a n d m a n a g e m en t

T h o m a s  Ba lzer,  M.D., P h . D.

Chief  Medica l Officer

• 30 Year s in t he Ph ar m ac eut ica l   

Ind ustr y at  S che r in g AG, B ay er   

US, Exa ct S c iences

• Executiv e Lea der sh ip roles in  

Global  Cl inica l D ev elo pm en t   

a n d  Global  Medical  Affairs at   

B ay er U S

L ead e rsh ip B o ard

K el v i n  C o o p er, P h . D.

C hief  Exe cu ti ve Officer

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

Director

D o u g  M a ni o n,  M.D., F R C P ( C )

Ch ai r man

J o s e p h  Tu c k er, P h . D.

Director

2 0



P io n ee r i n g I nno v at ion s to C o m b a t Dr u g - R es i s t a n t I nfec t ions

Cl inic al -s tage  bio te c hnolo gy  c o m p a n y  de ve lop ing a  novel class of fast-acting, broad-spectrum antimicrobials —
B i sph os ph oc in ® c o m p o u nd s — to treat infect ious dise ases a n d re d uc e the thre at po se d by antibiotic -res istant mi c rob e s

P h a s e 2-re ady l ea d pr odu ct , Nu-3, is a top ic al ly delivered antimic rob ia l   
g e l for t he t reat me nt of in fec te d d iabe ti c foot u lcers ( iDF U)

Pr e-c li n ic al  or  ear l y  c li ni c al  d ata  de mons t rat e broad,  fast -act ing act iv ity   
(incl. resis tant st rains)  wi th  low res is tance risk, a  favorab le safety profile,  
a nd  effect ive loc al act ion

Po ten t i al f i rst- i n-c lass i nf ec t io n th er ap y for t he t reat me nt of i D F U

Ne ar - te rm m i l es to ne s in cl ude t he initiation of a p l ann ed P h as e 2a
cl in ic al trial ev a luat ing t he safety a nd eff icac y of N u-3 in i D F U

R o b u s t i ntel le ctual  pr op er ty e sta te wi th ke y f i lings prov id i ng prot ec tion   
t h ro ug h 2 03 8 a nd rec ent appli cat ions e xt e nd i ng t h ro ug h 2 0 4 4

2 1



2 2


	Slide 1
	Slide 2: Forward-looking Statements
	Slide 3: Antimicrobial Resistance (AMR): A Global Public Health Threat
	Slide 4: Value Proposition of Patented Bisphosphocin® Class
	Slide 5: Bisphosphocin® — Proposed Mechanism of Action
	Slide 6: Lead Program: Infected Diabetic Foot Ulcer (iDFU)
	Slide 7: Nu-3 Selected for Clinical Development(a)
	Slide 8: Nu-3 demonstrates rapid bacterial kill in vitro(a)
	Slide 9: Nu-3 Gel Formulation Outperforms Solution Formulation(a)
	Slide 10: Nu-3 Gel active either once or twice per day in multidose study(a)
	Slide 11: Advantages of Bisphosphocin® Class in Combating AMR:  based on available non-clinical evidence
	Slide 12: Clinical Evidence Supporting Development of Nu-3
	Slide 13: Clinical Evidence Supporting Development of Nu-3
	Slide 14: Upcoming Phase 2a/2b Study Design with New Gel Formulation
	Slide 15: iDFU Development and Regulatory Strategy
	Slide 16: Development Pipeline
	Slide 17: Upcoming Milestones
	Slide 18: Robust Intellectual Property Portfolio
	Slide 19: Nu-3 Well Positioned in Competitive Landscape
	Slide 20: Experienced Management with Industry Depth
	Slide 21: Pioneering Innovations to Combat Drug-Resistant Infections
	Slide 22

