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Disclaimers
The information in this pre s entation is be ing provide d s o you c an familiarize yours e lf with Lipella P harmac e utic als Inc . (“Lipe lla ,” the “C ompany,” “we ,” “us ,” or “our”) during this informational me e ting. W e
re que s t that you ke e p any information we provide at this me e ting c onfide ntial and that you do not dis c los e any of the information to any othe r partie s without the C ompany’s prior e xpre s s writte n pe rmis s ion.
Althoug h the C ompany be lieve s the information c ontained he re in is ac c urate in all mate rial re s pe c ts , the C ompany doe s not make any re pre s e ntation or warranty, e ithe r expre s s or implie d, as to the ac c urac y,
c omple te ne s s or re liability of the information c ontaine d in this pre s e ntation.
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Forward - Looking Statements

The pre s e ntation inc lude s c e rtain “forward- looking s tate me nts .” All s tate me nts , othe r than s tate me nts of his toric al fac t, inc lude d in this pres e ntation re g arding , among othe r thing s , our s trate g y, future
ope rations , f inanc ial pos ition, antic ipate d divide nds , proje c te d c os ts , pros pe c ts , pipe line and opportunitie s , s ourc e s of g rowth, s uc c e s s ful imple mentation of our proprie tary te c hnolog y, plans and
obje c tive s are forward- looking s tate me nts . Forward- looking s tate me nts c an be ide ntif ie d by words s uc h as “may,” “will,” “c ould ,” “c ontinue ,” “would,” “s hould ,” “pote ntial,” “targ e t,” “g oal,” “antic ipate s ,”
“inte nds ,” “plans ,” “s e e ks ,” “be lie ve s ,” “e s timate s ,” “predic ts ,” “e xpe c ts ,” “proje c ts ” and s imilar re fe renc e s to future pe riods . Forward- looking s tate me nts are bas e d on our c urre nt e xpec tations and
as s umptions re g arding future e ve nts and financ ial tre nds that we believe may affe c t our f inanc ial c ondition, re s ults of ope rations , bus ine s s s trate g y, s hort- and long - te rm bus ine s s ope rations and
obje c tive s , and financ ial ne eds . B e c aus e forward- looking s tate me nts relate to the future , the y are s ubjec t to inhe re nt unc e rtaintie s , ris ks and c hang e s in c irc ums tanc e s that are dif f ic ult to pre dic t. O ur ac tual
re s ults may dif fe r mate rially from thos e c onte mplate d by the forward- looking s tate me nts . W e c aution you, the re fore , ag ains t re lying on any of the s e forward- looking s tate me nts . The y are ne ithe r
s tate me nts of his toric al fac t nor g uarante e s or as s uranc es of future pe rformanc e . The re are ris ks , unc e rtaintie s and othe r fac tors , both known and unknown, that c ould c aus e ac tual re s ults to dif fe r mate rially
from thos e in the forward- looking s tate me nts whic h inc lude , but are not limite d to , re gional, national or g lobal politic al, e c onomic , bus ine s s , c ompe titive , marke t and re g ulatory c onditions , and othe r fac tors .
Any forward- looking s tate me nt made by us is bas e d upon the re as onable judg me nt of our manag e ment at the time s uc h s tate me nt is made and s pe aks only as of the date on whic h it is made . Fac tors or
e ve nts that c ould c aus e our ac tual re s ults to dif fe r may eme rg e from time to time , and it is not pos s ible for us to pre dic t all of them. W e undertake no oblig ation to update any forward- looking s tate me nt,
whe the r as a re s ult of ne w information, future de ve lopme nts or othe rwis e , e xc e pt as may be re quire d by applic able law.

Nothing c ontaine d he re in is , or s hall be re lie d upon as , a promis e or re pre s e ntation as to the pas t or future . The C ompany e xpre s s ly dis c laims any and all liability re lating to or re s ulting from the us e of this
pre s e ntation. In addition, the information c ontaine d in this pre s e ntation is as of the date he re of , and the C ompany has no oblig ation to update s uc h information, inc luding in the eve nt that s uc h information
be c ome s inac c urate . You s hould not c ons true the c ontents of this pre s e ntation or othe r information we provide at this me e ting as le g al, tax, ac c ounting or inve s tme nt advic e or a re c omme ndation. You
s hould c ons ult your own c ouns e l and tax and financ ial advis ors as to le g al and re late d matte rs c onc e rning the matte rs de s c ribe d he re in.
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Mission
Lipe lla is  c ommitte d to  provid ing s upportive  c are  to  c anc e r s urvivors .

O ur mis s ion is  to  de ve lop and c omme rc ialize  tre atme nts  for s e rious  d is e as e s  re s ulting f rom c anc e r tre atme nts  
inc luding radiation and c he mothe rapy.
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Business 
Growth 
Strategy
Focused on rare and orphan 
drug indications and leveraging 
the 505(b)(2) pathway. Lipella 
anticipates this strategy will 
lower cost and allow for a faster 
approval process

Why rare and orphan drugs?

• Lipella can be first to market by pursuing conditions for which there are no 
current FDA approved treatments.

• Requires smaller and less costly drug trials with greater flexibility from the 
FDA.

• Orphan drug market exclusivity limits additional market entrants.
• 7 years in the US, 10 years in the EU and Japan.
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Why leverage the 505(b)(2) pathway?

• Bypasses Phase 1 trials by utilizing drugs and mechanisms of action where 
safety and efficacy have already been established.

• Can immediately initiate Phase 2 clinical trials.
• Potentially mitigates risk from a CMC, safety and clinical development 

standpoint.
• Greater flexibility from the FDA.
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About
Lipe lla  P harmac e utic als  is  a  
c linic al- s tage  biote c hnology 
c ompany de ve loping ne w drugs  
by re formulating ac tive  age nts  in 
e xis ting ge ne ric  drugs  for 
s e rious  d is e as e s  c harac te rize d 
by s ignif ic ant morbidity and 
mortality, whe re  no approve d 
drug the rapy e xis ts .

SYMBOL NASDAQ: LIPO

Price as of 1-05-2024 $1.09

52 Week Range $0.85 - $6.10

Average Volume ~437K

Market Capitalization $6.3M

Current Shares Outstanding 5.8M

Insider Ownership 30%

Market Data

5



NASDAQ:LIPO

A Clinical Stage Biotechnology Company Addressing Serious Diseases with Significant Unmet Need

Overview of Opportunity

Drug Development
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Drug Delivery

Proprietary drug delivery technology with 
potential applications in bladder, urethra, 
oral cavity, esophageal and colonic.

Designed for use with other lipophilic 
drugs; potential for technology 
partnerships, commercial licensing 
agreements.

Lead product candidate, LP - 10, a 505(b)(2) drug 
candidate for hemorrhagic cystitis.

LP- 10 granted FDA Orphan Drug Designation; potential 
candidate for multiple accelerated pathways.

Successfully completed Phase 2a clinical trial; FDA Type B 
meeting anticipated in 4Q 2023.

Peak annual revenue estimates in hemorrhagic cystitis 
exceed $1 billion.

Addressable market of approximately 60,000 potential 
new patients each year.
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Executive Summary
Emerging, clinical - stage, proprietary 505(b)(2) opportunity 

Drug - Delivery Focused Biotech Impressive Revenue Potential

P ate nte d  lipo s o mal 
lo c al d rug d e live ry

50 5(b)(2)
O ptimize d  fo r 
e pithe lial tis s ue s

Lo we r s ys te mic  
d rug e xpo s ure

P ilo t manufac turing

Trans fe rrable  C MC Appro ve d  phas e - 2a IND

P o te ntial fo r 
ac c e le rate d  appro val 
pathways

NDAe ff ic ie nt de ve lopme nt s trate g y

(4 ) Ame ric an C anc e r S o c ie ty C anc e r Tre atme nt and  S urvivo rs hip  Fac t and  F igure s  20 19- 20 21, (5 ) bas e d  o n the  C o mpany’s  30 %  
e s timate  (6) 8 %  e s timate , (7) bas e d  o n the  C o mpany’s  e s timate , (8 ) $ 20 ,0 0 0  ave rage  re ve nue  pe r e ac h o f  an e s timate d  60 ,0 0 0  
patie nts  tre ate d  pe r ye ar.

$20,000 
annual revenue 
per patient 7

$1.2 billion 
annual revenue 
potential 8

Prostate and other 
pelvic malignancies

Over 
3,000,000 
survivors in 
US4

Pelvic radiation 
theraphy

Over 
900,000 
survivors 
in US5

Radiation -
hemorrhagic cystitis

Over 
60,000 
patients 
per year 6
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Prostate 
Cancer

Cancer 
Survivorship 
and Potential 
Addressable 
Market
Expected annual revenue per 
patient is $20,000
Market penetration of 60,000 
patients (50%) yields $1.2 
billion annual revenue in US

P e lvic  Radiation S urvivors

700,000 1

Severe HC Survivors
42,000 2

(1) Ame ric an C anc e r S oc ie ty C anc e r Tre atme nt and S urvivors hip Fac t and F ig ure s  20 19- 20 21. 
(2) B as e d on the  C ompany’s  e s timate .
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Uterine Corpus 
Cancers

P e lvic  Radiation S urvivors

200,000 1

Severe HC Survivors
12,000 2

Rectal & Other 
Pelvic

P e lvic  Radiation S urvivors

300,000 1

Severe HC Survivors
18,000 2

Breast 
Cancer

x- DNA C he mothe rapy S urvivors

360,000 1

Severe HC Survivors
36,000 2

Leukemia & 
Lymphoma

x- DNA C he mothe rapy S urvivors

180,000 1

Severe HC Survivors
18,000 2

Other Tumors

x- DNA C he mothe rapy S urvivors

60,000 1

Severe HC Survivors
6,000 2
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Asset Pipeline 

LP- 10: Liposomal tacrolimus for hemorrhagic cystitis
Proprietary liposomal formulation being evaluated as a treatment for hemorrhagic cystitis.

A growing pipeline with strong patent protection
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Product
Candidate

Target
Indication Preclinical Phase 1 Phase 2 Phase 3 Marketing

Approval
Next Anticipated

Milestone

LP- 10 He morrhagic
C ys titis

FDA Type - C  
mtg C omple te d 

Nov. 7, 20 23

LP- 310 O ral Lic he n
P lanus

P has e - 2a IND 
FDA C le aranc e  

Re c e ive d
O c t. 20 , 20 23

LP- 310: Liposomal tacrolimus for oral lichen planus
P ro prie tary lipo s o mal o ral rins e  fo rmulatio n o f  LP - 10  as  a po te ntial tre atme nt fo r o ral lic he n planus .

LP- 410
O ral G raft

vs . Hos t       
Dis e as e

P has e - 2a IND 
FDA C le aranc e  

E xpe c te d
2Q 20 24

LP- 410: Liposomal tacrolimus for oral graft vs. host disease
P ro prie tary lipo s o mal o ral rins e  fo rmulatio n o f  LP - 10  as  a po te ntial tre atme nt fo r o ral graft vs .  ho s t d is e as e .
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Millions  of  patie nts  are  
diagnos e d e ac h 
ye ar with pe lvic  

malignanc ie s  inc luding 
pros tate  c anc e r, and 

c anc e rs  of  the  ute rine  
c orpus , re quiring 

tre atme nt.

20 %  of  the s e  patie nts  
re c e ive  pe lvic  radiation 

the rapy during the  
tre atme nt of  the ir 

c anc e r, in addition to  
s urge ry and 

c he mothe rapy.

He morrhagic  c ys titis  is  a  
pote ntially c hronic , 

highly morbid c ondition 
with no approve d drug 

the rapy, and a four 
pe rc e nt mortality rate . 

Ye ars  afte r re c e iving 
tre atme nt, many 
patie nts  ac quire  

he morrhagic  c ys titis , 
unc ontrolle d bladde r 

blood los s .

An inc re as ing US  
population is  s urviving 

c anc e r the rapie s , 
inc luding pe lvic  

radiation, and 
c he mothe rapie s  that 

damage  DNA.
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Hemorrhagic Cystitis, Uncontrolled Urinary Blood Loss
Hemorrhagic cystitis is a serious, life - threatening bladder damage from pelvic radiation therapy 
and/or bladder - toxic chemotherapy.
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LP- 10 for 
Hemorrhagic Cystitis
Liposomal tacrolimus treatment for hemorrhagic cystitis

Potent vasoconstrictor; re duc e s  c apillary blood 
f low to  the  bladde r lume n

Potent anti - inflammatory; inhibits  c ytokine  
c as c ade  and re duc e s  injury to  the  bladde r tis s ue

W e ll known pharmac ologic  me c hanis ms  inc re as e  
the  probability of  e f f ic ac y

Sterile powder 

Easy to deliver 

Low COGS

In- house  CMC

11
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• W e ll K nown me c hanis m of  
ac tion 

• P re - c linic al e f f ic ac y

• 50 5(b)(2) pathway

• P ote ntial $ 1.2 billion re ve nue

• US  FDA IND approval

• Ac c e le rate d path- way 
c andidate  

• P ate nt prote c tion s e c ure d 
for LP - 10  through 20 34
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LP- 10: an Outstanding Drug Candidate 
Multiple reasons increase LP - 10 probability of success

Pre- clinical 
efficacy

FDA 
Orphan

Designation

US FDA IND 
approval

Accelerated 
path -

way
candidate

Well known 
mechanism 
of action

505(b)(2) 
pathway Ongoing 

clinical 
evidence

Potential 
$1.2 billion 

revenue
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• Multi - center, dose - escalation 
study

• 13 subjects with moderate to 
severe refractory hemorrhagic 
cystitis

• Subjects treated with up to two 
courses of LP - 10 intravesical 
bladder instillations.
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LP- 10: Phase 2a Trial 

A Phase 2a clinical 
trial (NCT01393223):

• All subjects tolerated LP - 10 
instillations with no serious adverse 
events (SAE) reported

• LP- 10 demonstrated short 
duration of systemic uptake

• Decreased cystoscopic bleeding 
hematuria and improved urinary 
incontinence

• 58% of patients achieved 
complete or near complete 
resolution of bleeding per 
cystoscopy

Top line results
• Type- C meeting with the FDA 

completed  Nov. 7, 2023

• FDA approval of phase - 2b 
clinical trial design anticipated 
2Q2024

• Begin recruitment of oral lichen 
planus phase 2a clinical trial

• Obtain IND approval for oral 
graft vs. host indication 
anticipated 2Q2024.

Next Steps
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Bleeding: Cystoscopy & Microscopy
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LP- 10 Phase 2b Trial Design

C hange  in numbe r o f  he maturia e pis o de s  f ro m bas e line  to   W e e k 4  o n a 7- day vo iding diary. 

Key criteria:
Rando mize d, do uble - blind, plac e bo  c o ntro lle d , multi- c e nte r c linic al trial o f   36 Male  and Fe male  
he mo rrhagic  c ys titis  patie nts , rando mize d 1:1:1

S ubje c ts  will be  rando mize d into  o ne  o f  thre e  gro ups :  2mg LP - 10  , 4  mg LP - 10  o r P lac e bo

Primary Efficacy Endpoint: 

Secondary Efficacy Endpoints: 
C hange  in numbe r o f  urinary inc o ntine nc e  e pis o de s  f ro m bas e line  to   W e e k 4  o n a 7- day vo iding diary. 

C ys to s c o pic  numbe r o f  ble e ding s ite s

Urine  analys is  with mic ro s c o py inc luding RB C /hpf at bas e line  and W e e k 4
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• P ainful and c o me s  with the  ris k o f  c o mplic atio ns  inc luding infe c tio ns , s c arring, s tre s s  and de pre s s io n.

• Has  malignant po te ntial.

• Mo s t c urre ntly available the rapie s  are  palliative  rathe r than c urative .

Oral Lichen Planus
Mouth Rinse
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LP- 310 for Oral Lichen Planus
Oral Lichen Planus (OLP) is a chronic inflammatory,
T- cell - mediated autoimmune oral mucosal disease

• O ral rins e  fo rmulatio n o f  LP - 10

• Inc re as e d lo c al c o nc e ntration in o ral 
c avity while  minimalizing s ys te mic  
to xic ity

• 50 5(b)(2) pathway, platfo rm 
te c hno lo gy e xpans io n

• Lo w C O G S  and fas t de ve lo pme nt plan

LP- 310
• Large  marke t s ize  o ppo rtunity (6 millio n 

US ) with no  c urre nt appro ve d the rapy

• P has e  2a IND appro val re c e ive d Q 4 , 20 23

• Initiatio n o f  phas e  2a c linic al trial e xpe c te d  
2Q 20 24 .

LP- 310
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• Lipella maintains a sterile manufacturing 
facility in Pittsburgh, PA for the production of 
clinical supplies and research products.

• LP- 10 has been produced at high quantities in 
this facility for Lipella's clinical trials.

• The facility is also used for development of 
liposomal formulations intended for 
intravesical delivery.

• Lipella is currently collaborating with Cook 
Myocyte (a subsidiary of Cook Medical) 
regarding commercial grade manufacturing. 

17

Manufacturing 
Capabilities
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Experienced Management Team
Lipella is led by an experienced team with complementary skillset and years of experience working together.

Jonathan Kaufman, PhD
Chief Executive Officer

• 23+ Ye ars  E xpe rie nc e
• C o- founde d Lipe lla in 20 0 5
• C o- founde r of  K nopp B ios c ie nc e s .  C FO  

of  S e mprus B ios c ie nc e s .  C S O  
Launc hC yte LLC . 

• P hD P e nn. MB A W harton.
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Michael Chancellor, MD
Chief Medical Officer

• 30 + Ye ars  E xpe rie nc e
• Lipe lla c o- founde r.  Jo ine d Lipe lla in 20 0 8  
• C o- founde r of  C ook- Myos ite ;  P rofe s s or of  

Urology, W illiam B e aumont Me dic al C e nte r.  
• MD Unive rs ity of  Mic higan.

Michele Gruber
Director of Operations

• 12+ Ye ars  E xpe rie nc e
• Joine d Lipe lla in 20 0 9
• C MC  de ve lopme nt, fac ilitie s , R& D 

manage me nt.
• B S  C arne gie  Me llon 

Janet Okonski
Director Clinical Operations

• 20 + Ye ars  E xpe rie nc e
• Joine d Lipe lla in 20 21
• C linic al trial manage me nt, s afe ty monitoring
• B S  Indiana Unive rs ity of  P e nns ylvania
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Key Takeaways

Drug Development Drug Delivery

Proprietary drug delivery technology with 
potential applications in bladder, urethra, 
oral cavity, esophageal and colonic.

Designed for use with other lipophilic 
drugs; potential for technology 
partnerships, commercial licensing 
agreements.

Lead product candidate, LP - 10, a 505(b)(2) drug candidate for 
hemorrhagic cystitis.

LP- 10 granted FDA Orphan Drug Designation; potential candidate 
for multiple accelerated pathways.

Successfully completed Phase 2a clinical trial; End of Phase 2 
meeting with the FDA anticipated.

Peak annual revenue estimates in hemorrhagic cystitis exceed $1 
billion.

Approximately 60,000 new US patients each year.

Patent protection secured for LP - 10 through  2034.

Manufacturing capabilities at in - house facility.
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Mean Comment

Age, years 67 Range 25- 89

Race

• White 9

• Non - White 4

Radiation induced HC 11

Chemotherapy induced HC 2

Cancer

• Prostate cancer 9

• Bladder  cancer 2

• Lymphoma 2

Duration of HC years 4 Range 1 - 14 years

Prior HC treatment 13 medication, HBO, catheters, 
surgical procedures

21

LP- 10 Phase 2a 
Trial Patient 
Demographics
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Number Comment

Product related significant adverse events 0

Subject discontinuations 0

Number of subjects with adverse events 6/13 12 AEs reported in 6 subjects

2 mg:  4 AEs in 3 subjects
4 mg:  2 AEs in 1 subject
8 mg:  6 AEs in 2 subjects

Bladder spasm, urinary urgency, pain and dysuria 4

Artificial urinary sphincter malfunction 1

Weakness and dizziness 1

Low blood pressure 1

Flank pain 1

Urinary retention due to bladder blood clot 1

Headache 1

Arthralgia 1

Urinary tract infection 1

22

Adverse events (AE)

LP- 10 Safety
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Hematuria & Incontinence
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Dose Response: Bleeding by Cystoscopy
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Dose Response: Urinary Urge Incontinence
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