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Forward-Looking Statements

This presentation contains “forward-looking  statements” within the meaning of the Private Securities Litigation Reform Act of 1995 relating to our business, operations, 

and financial conditions, including but not limited to current beliefs, expectations and assumptions regarding the future of our business, future plans and strategies, our 

development plans, our preclinical and clinical results, the preliminary data of the B2151009 Phase 1b clinical trial, including its preliminary primary efficacy, safety and 

tolerability data, and other future conditions. Words such as, but not limited to, “look forward to,” “believe,” “expect,” “anticipate,” “estimate,” “intend,” “plan,” “would,” 

“should,” and “could,” and similar expressions or words, identify forward-looking  statements. New risks and uncertainties may emerge from time to time, and it is not 

possible to predict all risks and uncertainties. Any  forward-looking  statements in this presentation  are based on management’s current expectations and beliefs and are 

subject to a number of risks, uncertainties and important factors that may cause actual events or results to differ materially from those expressed or implied by any 

forward-looking statements contained in this presentation, including, without limitation, risks relating to: (i) the success and timing of our ongoing FACT-1, FACT-2, FACT-

3, FACT4, and FACT-5 trials, (ii) the fact that preliminary data from a clinical study may not be predictive of the final results of such study or the results of other ongoing or 

future studies, (iii) the success and timing of our product development activities and initiating  clinical trials, (iv) expected partnership opportunities with pharmaceutical 

companies, (v) our ability to obtain and maintain regulatory approval of any of our product candidates, (vi) our plans to research, discover and develop additional  product 

candidates, (vii) our ability to enter into  collaborations  for the development  of new product candidates, (viii) our ability to meet any specific milestones set forth herein,  

and (ix) uncertainties  and assumptions regarding the impact of the COVID-19  pandemic on Celcuity’s business, operations, clinical trials, supply chain, strategy,  goals 

and anticipated  timelines.

Forward-looking statements involve known and unknown risks, uncertainties and other important factors that may cause our actual results, performance or achievements 

to be materially different from any future results, performance or achievements expressed or implied by the forward-looking statements. These known risks and 

uncertainties are described in our reports and filings with the SEC, including our Annual Report on Form 10-K for the year ended December 31, 2020.  Because forward-

looking statements are inherently subject to risks and uncertainties, some of which cannot be predicted or quantified and some of which are beyond our control, you 

should not rely on these forward-looking statements as predictions of future events. The events and circumstances reflected in our forward-looking statements may not be 

achieved or occur and actual results could differ materially from those projected in the forward-looking statements. Except as required by applicable law, we do not plan to 

publicly update or revise any forward-looking statements contained herein, whether as a result of any new information, future events, changed circumstances or 

otherwise.
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CELsignia filled this void by 

using a patient’s live tumor cells 

to create a “movie” of pathway 

signaling activity 

Aberrant pathway signaling - the 

cellular process that drives 

cancer –– cannot be assessed 

with a molecular test

Identifying the right drug for 

more patients is the 

biggest unmet need in cancer

✓ Our CDx identify the aberrant 

pathway and therapy to treat it for 

30% of breast cancer patients

✓ Would drive billions of incremental 

revenue for pharma

Our 3rd Generation CDx Can Enable New Drug Options for New Patient Groups

✓ Signaling activity is too complex to 

characterize with a “snapshot” of 

proteins or genes from cell fragments

✓ Less than 10% of cancer patients 

benefit from a drug selected with a 

molecular test1

✓ Potential of precision medicine is 

still far being realized
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Harnessing insights from live patient tumor cells to develop better therapeutic options for cancer patients



Current CELsignia Enabled Drug Programs for Breast Cancer
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Supporting development of six targeted therapies to treat up to 30% of BC patients 

Indication
Treatment Approach

(Pathways)
Trial Phase 1/1b Phase 2 Phase 3 Drug Sponsor

Early 

Breast Cancer

1L

Herceptin + Perjeta + 

chemo

(HER2)

FACT-1

1L
Nerlynx + chemo

(pan-HER)
FACT-2

Metastatic 

Breast Cancer

2L/3L
Xalkori + Vizimpro

(c-Met + pan-HER)
FACT-3

2L/3L
Nerlynx + Fulvestrant 

(pan-HER + ER)
FACT-4

2L/3L
Tabrecta + Nerlynx 

(c-Met + pan-HER)
FACT-5



Integrating Our 3rd Generation Diagnostic Platform with a First-in-Class Drug
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An integrated CDx and Rx strategy maximizes the impact CELsignia can have on the treatment landscape for cancer patients

CELsignia maximizes probability of getting a gedatolisib approval and enables more potential indications

Our goal is the to improve the standard-of-care for every line of therapy for breast cancer patients
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Leveraging CELsignia with a first-in-class drug like gedatolisib is a logical extension of our mission

Significant synergy between gedatolisib’s first indications and CELsignia’s programs in breast cancer



An Integrated Pipeline of Programs to Advance New Therapies for Breast Cancer
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Gedatolisib: Potential First-in-Class PI3K/mTOR Inhibitor

Mechanism of Action
▪ Potent small molecule inhibitor of the PI3K/mTOR pathway administered intravenously

▪ Inhibits all isoforms of PI3K and mTOR at low or sub-nanomolar concentrations

_______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Key Clinical Data

▪ 457 patients with solid tumors have received gedatolisib in eight clinical trials sponsored by Pfizer

▪ Clinical development program focused on patients with ER+ / HER2- metastatic breast cancer (mBC)

▪ Expansion portion of Phase 1b trial treating HR+ / HER2- mBC with gedatolisib + ET + CDK4/6 inhibitor

▪ 60% objective response rate: 53/88 evaluable patients with objective response

▪ 75% clinical benefit rate: 66/88 evaluable patients with confirmed PR or stable disease > 24 weeks

▪ Primary TEAE’s are manageable - <10% treatment discontinuation 

▪ IV formulation results in significantly lower hyperglycemia-related adverse events than oral PI3K-α inhibitors

_______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Market
▪ Initial clinical development program focused on breast cancer. 

▪ Breast cancer > $1.5 - $2 billion peak revenue potential

8

Phase 2 ready with compelling Phase 1b data



Key License Terms
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$5 million of cash

$5 million of shares of Celcuity’s common stock

Pfizer is eligible to receive up to $330 million upon achievement of certain development and 

sales-based events

▪ Very back-end weighted towards achievement of significant sales targets

Tiered royalties on sales at percentages ranging from low to mid-teens

Exclusive global license of gedatolisib composition of matter, formulations, methods of treatment

▪ Loss of exclusivity 12/2034 (includes patent term extension) with potential LOE 12/2039

Upfront 

Payment

Milestone

Payments

Royalties

Patents

9



Strategic Rationale - Capturing More Value

10

A CELsignia CDx creates far more value for pharmaceutical companies than for Celcuity

▪ Taking steps to capture some of this value is consistent with our overall strategy

Unique set of circumstances drove the timing

▪ Development of CELsignia PI3K test coincided with Pfizer’s decision to out-license gedatolisib

▪ Learned Pfizer was out-licensing gedatolisib when we approached them to collaborate on a clinical trial 

Our interest in gedatolisib was prompted while developing CELsignia PI3K test

▪ Our CDx development process includes proprietary assessment of matching targeted therapies, including gedatolisib

▪ Found that gedatolisib was superior to other PI3K inhibitors and offered better synergy with other targeted therapies

Concluded this was a unique opportunity to leverage CELsignia

▪ First-in-class drugs with very encouraging Phase 1b data are rare and incredibly valuable

▪ CELsignia PI3K test maximizes likelihood of obtaining FDA approval – provides backstop for all-comers study

▪ CELsignia can uniquely increase value of gedatolisib by increasing number of potential indications



Why is Pfizer Out-Licensing Gedatolisib?
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Key senior leaders that championed gedatolisib left Pfizer in 2019 

Pfizer’s clinical development primarily focused on Phase 1 studies with chemo and Phase 2 mCRC trials

▪ Results from these trials did not support further advancement of these indications

A Phase 1 trial with endometrial cancer reported promising results but it was not followed-up

Out-license decision was made before Phase 1b breast cancer data was mature

Very common for major pharma to reshuffle portfolio



Successful drugs out-licensed by major pharmaceutical companies
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Very significant first-in-class drugs were out-licensed

Licensor Licensee Drug Outcome

Merck Tesaro Niraparib GSK acquired Tesaro for $5.1B in 2017

Lilly Ignyta Taledegib Roche acquired Ignyta for $1.7B in 2017

Sanofi
Impact 

Biosciences
Fedratinib Celgene acquired Impact for $1.1 billion plus up to $6B in 2018

Array Loxo Oncology Larotrectinib Lilly acquired Loxo for $7.2B in 2019



Gedatolisib for Breast Cancer
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PI3K/mTOR is the Most Frequently Altered Pathway in Cancer

PI3K/mTOR regulates cell growth 

and metabolism

▪ Linked to multiple key pathways

▪ When overactivated, plays a key role 

in cancer progression

▪ PI3K/AKT/mTOR is thus one of the 

most important oncogenic pathways
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17% of all cancer patients diagnosed annually, 2.4 million patients, have PI3KCA mutant tumors

Tumor type

PIK3CA 

mutation 

incidence

HR+ Breast Cancer ~40%

Endometrial ~25%

HER2+ Breast Cancer ~25%

Colon ~20%

Bladder ~20%

Cervix ~20%

HNSCC ~15%

TNBC ~8%

Gastric ~7%



Challenges of Targeting PI3K and mTOR in Cancer
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Compensatory pathways enable resistance to PI3K/mTOR inhibition

▪ Reflects the inherent adaptability and complexity of the PI3K/mTOR pathway

▪ Numerous feedforward and feedback loops and crosstalk with other pathways creates obstacles to effective inhibition

Therapeutic window for oral PI3K or mTOR inhibitors is narrow

▪ Difficult to achieve optimal pathway inhibition without inducing undue toxicities in patients. 

▪ Development of many promising pan-PI3K or pan-PI3K/mTOR inhibitors was halted due to toxicity challenges



Gedatolisib inhibits all PI3K isoforms and mTOR at low nM concentrations 

IC50 (nM)
(cell-free biochemical dose response analysis)

Inhibitor
PI3K-α

(m)

PI3K-α

(WT)
PI3K-β PI3K-γ PI3K-δ mTORC1 Source

Gedatolisib 0.6 0.4 6.0 5.4 6.0 1.6
Venkatesan 

2010

Alpelisib ~4.0 4.6 1156 250 290 - Fritsch 2014

Inavolisib 0.04 5.6 101.7 21.8 12.8 -
Thibodeau 

2018

Everolimus - - - - - ~2.0
Sedrani

2009
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The PI3K and mTOR inhibitors for breast cancer are either PI3K-α or mTOR specific

▪ Alpelisib (Novartis) - PI3K-α inhibitor approved for use as a second line therapy in ER+/PIK3CA+ (mBC) patients

▪ Inavolisib (Genentech) - PI3K-α inhibitor being evaluated in a Phase III trial enrolling only ER+/PIK3CA+ mBC patients

▪ Everolimus (Novartis) - mTOR inhibitor approved for use as a second line therapy in ER+/HER2-negative mBC patients



Gedatolisib has Significant Advantages over other PI3K and mTOR Inhibitors
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Overcomes drug resistance that can occur with isoform-specific PI3K inhibitors

▪ A pan-PI3K inhibitor can treat tumors harboring abnormalities that signal through different PI3K isoforms

▪ Can potentially induce anti-tumor activity in a broader population of patients than an isoform-specific PI3K inhibitor

▪ Pan-PI3K isoform inhibition also prevents confounding effect of isoform interaction when one only isoform is targeted

Overcomes paradoxical activation of PI3K induced by mTOR inhibition

▪ PI3K pathway is activated following selective mTOR inhibition by relief of normal feedback regulatory mechanisms 

▪ Simultaneous inhibition of PI3K and mTOR prevents this

Better tolerated by patients than oral PI3K and mTOR drugs

▪ Gedatolisib is administered intravenously (IV) vs. oral administration of other PI3K or dual PI3K/mTOR inhibitors 

▪ Gedatolisib stabilizes at lower concentration levels in plasma compared to orally administered PI3K inhibitors 

▪ Leads to less toxicity while providing effective inhibition of PI3K/AKT/mTOR signaling

▪ Incidence of Grade 3/4 hyperglycemia much lower with gedatolisib than oral PI3K inhibitors

▪ Alpelisib - 39% (SOLAR-1) 

▪ Gedatolisib - 7%
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High unmet medical need for better options for 2L patients who have received a CDK4/6 inhibitor

First Line Second Line

Treatment 

(Patient Group)

mPFS

(months)
ORR

1 Treatment

(Patient Group)

mPFS

(months)
ORR

1

CDK4/6i + letrozole2

(TFI > 12 months) 
24.8 55%

Everolimus + Exemestane6

Fulvestrant8

4.27

3.7
7

NA

NA

CDK4/6i + fulvestrant3

(TFI < 12 months)
9.5 25% Alpelisib (PI3K-α)9

(PIK3CA+)
7.3 21%

Letrozole4

Fulvestrant5

9.4

6.5

32%

14%

Everolimus + Exemestane10 7.8 13%

Alpelisib (PI3K-α)11

(PIK3CA+)
11.0 27%

ER+/HER2- Metastatic Breast Cancer (mBC) Patient and Treatment Overview

Sources: (1) ORR is for patients with measurable disease; (2) PALOMA-2 trial; (3) PALOMA-3 trial; (4) PO25 trial; (5) CONFIRM trial; (6) Rozenblit 2019. Real world data (N=149) for 

CDKi-treated patients receiving everolimus + exemestane using electronic health records from Flatiron; (7) Duration of treatment; (8) Luhn 2018. Real-world data (N=147) for CDKi-

treated patients using electronic health records from Flatiron; (9) BYLieve trial; (10) BOLERO-2 trial; (11) SOLAR-1 trial



Market for 2nd Line Targeted Therapies for ER+/HER2- mBC patients > $1 Billion1
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Duration of treatment for current 2nd line drugs is 50% of potential duration for gedatolisib indication

Gedatolisib could replace both drugs as 2nd Line SOC and could expand the market by 2x

PI3K-α Inhibitor mTOR Inhibitor

$320 million

$800 million

1 Highest projected or historical sales; based on data from EvaluatePharma as of July 2020

Gedatolisib targets 2.5x 

more patients than 

PIQRAY



Clinical Development Plan Pending FDA Input 
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Phase 2 study with ER+ / HER2- metastatic breast cancer patients who progressed on CDK4/6 therapy

▪ Goal is to begin enrollment of Phase 2 clinical trial for gedatolisib with palbociclib + fulvestrant in first half of 2022   

▪ All-comer design (PIK3CA+/-) that will incorporate a CELsignia PI3Ks+ sub-group 

▪ Trial design will be finalized upon receiving FDA input

Additional indications under consideration based on POC study data

▪ HER2+ metastatic breast cancer

▪ Follow-up favorable data from gedatolisib + trastuzumab biosimilar POC study (ORR = 56%) to explore combination of HER2 inhibitors with 

gedatolisib

▪ Recurrent endometrial cancer

▪ Follow-up phase 1 gedatolisib single-agent trial to explore combination of gedatolisib with other therapies



Review of Preliminary Phase 1b Data as of January 11, 2021 Data Cut-off
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PI3K/mTOR, ER, and CDK4/6 are Interdependent Signaling Pathways

Treatment Strategy

▪ Simultaneously blocking interdependent ER, PI3K, 

mTOR & CDK signaling pathways in ER+ breast 

cancer addresses ER and CDKi resistance 

mechanisms

▪ Inhibiting all PI3K isoforms and mTOR prevents 

resistance mechanisms that occur when only PI3K-α

or mTOR are inhibited

▪ Leads to improved response rates and duration of 

response

PI3K/mTOR is a key resistance mechanism to ER and CDKi treatment



B2151009: Phase 1b Study (138 patients)
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Dose escalation and safety/efficacy expansion (early signals of efficacy)

Dose Escalation

(2 cohorts)

N = 35

Expansion

(4 Arms)

N = 103

Letrozole Cohort

palbociclib + letrozole + 

gedatolisib

Fulvestrant Cohort

palbociclib + fulvestrant + 

gedatolisib

Arm A

1st Line:
palbo + letrozole + gedatolisib

Arm B

2L+ CDKi-naive: 
palbo + fulvestrant + gedatolisib

Arm C

2L/3L CDKi-treated: 
palbo + fulvestrant + gedatolisib

(weekly)

Arm D

2L/3L CDKi-treated just prior: 
palbo + fulvestrant + gedatolisib

(3 weeks on/1 week off)

Select Best 

Indication for 

Phase 2/3 

Pivotal Study

May 2016 

Start
Dec 2017 

Start

Dec 2018 

Start



60% of Patients Achieved an Objective Response
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Minimal correlation between PIK3CA status (mutant or WT) and response

ORR1 = 60% (53/88)

(1) ORR includes 5 Unconfirmed PR; Note: PR* is an unconfirmed PR

Note: Data presented is from a preliminary data analysis as of a cutoff date of January 11, 2021, representing a database snapshot, and may change based on ongoing routine data monitoring.



Palbociclib + Endocrine Therapy + / - Gedatolisib

Patients
1L

CDKi-naïve

1L+

CDKi-naïve

2L 

CDKi-naïve

2L/3L

Prior CDKi

Evaluable Patients N=3382 N=243 N=2673 N=125 N=257

Study Treatment
Palbociclib + 

Letrozole

Gedatolisib + 

Palbociclib + 

Letrozole

Palbociclib + 

Fulvestrant

Gedatolisib + 

Palbociclib + 

Fulvestrant

Gedatolisib + 

Palbociclib + 

Fulvestrant

ORR

(evaluable patients)

(95% CI)

55%

(50%-61%)

84%

(65%-94%)

25%

(20%-30%)

75%6

(47%-91%)

60%8

(39%-74%)

Median PFS 

(months) 

(95% CI)

24.8

(22.1, NR)

Not Yet Reached

>28 months

9.5

(9.2, 11.0)

11.9

(3.7, NR)

13.2

(9.0, 16.7)
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▪ Primary objective of B2151009 expansion 

portion (Arms A, B, C, D) was to determine 

if addition of gedatolisib to palbociclib + 

endocrine therapy produced a superior OR 

compared to historical control data

▪ Each fully enrolled arm met its endpoint 

target (Arm B did not meet enrollment 

target but ORR threshold was met)

▪ CDKi pre-treated patients receiving G + P 

+ F in Arm D had higher ORR than 1L 

CDKi naïve patients receiving P + F alone

▪ 60% vs. 25%

Note: Data presented is from a preliminary data analysis as of a cutoff date of January 11, 2021, representing a database snapshot, and may change based on ongoing routine data monitoring.

(1) Endocrine therapy – letrozole or fulvestrant; (2) PALOMA-2; (3) B2151009 – Arm A; (4) PALOMA-3; (5) B2151009 – Arm B; (6) 

Includes two unconfirmed partial responses; (7) B2151009 – Arm D; (8) Includes one unconfirmed response



2L/3L Gedatolisib + Palbociclib + Fulvestrant vs. 2L SOC

CDKi Status CDKi-naïve Prior CDKi

Evaluable Patients N=1261 N=4852 N=1361 N=1003 N=254

Study Treatment
Alpelisib + 

Fulvestrant

Exemestane + 

Everolimus
Fulvestrant

Alpelisib + 

Fulvestrant

Gedatolisib + 

Palbociclib + 

Fulvestrant

(G+P+F)

PIK3CA Status M M / WT M / WT M M / WT5

Line of Therapy 2L 2L 2L 2L/3L 2L/3L

ORR

(95% CI)

36%

(27%-45%)

13%

(10%-16%)

16%

(10%-24%)

21%

(14%-30%)

60%6,7

(39%-74%)

26Note: Data presented is from a preliminary data analysis as of a cutoff date of January 11, 2021, representing a database snapshot, and may change based on ongoing routine data monitoring.

(1) SOLAR-1; (2) BOLERO-2; (3) BYLieve; (4) B2151009 trial - Arm D (5) 9 of 25 patients (36%) were PIK3CA+; (6) 6 of 9 PIK3CA+ patients (67%) had an OR; 9 
of 16 PIK3CA- patients (56%) had an OR; (7) Includes 1 unconfirmed partial responses 



Gedatolisib combinations vs. SOC Benchmarks for ER+ / HER2- mBC

Indication Drug Regimen Efficacy

1st/2nd Line ER+/HER2- Metastatic

May have received prior mBC ET, no prior CDKi

(quick progression patients)

Gedatolisib + Palbo + Fulvestrant1
PFS 11.9 months, ORR 75%

2L/3L, Phase 1b, N=13 (B2151009)

Palbo + Fulvestrant2
PFS 9.5 months, ORR 25%, HR 0.46 1L/2L, 

Phase 3, N=521 (PALOMA-3)

2nd/3rd Line ER+/HER2- Metastatic  (post CDKi)

Progressed on CDKi + ET 

(AI or SERD)

Gedatolisib + Palbo + Fulvestrant3
PFS 13.2 months, ORR 60% 

2L/3L, Phase 1b, N=27 (B2151009)

Alpelisib + fulvestrant4

(PI3K-α + SERD for PIK3CA+)

PFS 7.3 months, ORR 21%

Phase 2, N=121 (BYLieve)

Fulvestrant5

(SERD)

PFS 3.7 mos 

2L/3L, N=147

Everolimus + Exemestane6

(mTORi + AI)

PFS 4.2 mos 

2L/3L, N=149
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Biggest unmet need is in the 2nd line setting where Gilroy combo has most differentiation

Note: Data presented is from a preliminary data analysis as of a cutoff date of January 11, 2021, representing a database snapshot, and may change based on ongoing routine data monitoring.

(1) B2151009 – Arm B; (2) PALOMA-3 trial; (3) B2151009 – Arm D; (4) BYLieve; (5) Luhn 2018 SABCS. Real-world data for patients with prior-CDK4/6 treatment receiving 

fulvestrant using electronic health records from Flatiron; (6) Rozenblit 2019 SABCS. Real world data for patients with prior CDK4/6 treatment receiving everolimus + exemestane 

using electronic health records from Flatiron



Safety Summary: Treatment-Emergent Adverse Events

Arm D (n=27)

TEAE’s > 30%

All 

Grades Grade 3 Grade 4

Adverse Event % % %

Neutropenia 85 59 11

Stomatitis 85 22 -

Nausea 70 - -

Dysgeusia 52 - -

Diarrhea 41 4 -

Leukopenia 41 19 4

Constipation 37 4 -

Vomiting 37 4 -

Rash 37 8 -

Anemia 33 15 -

Decreased appetite 30 - -
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Phase 1b Trial: G + P + F

▪ Combo has been well tolerated

▪ 20% of patients were on treatment for 

>18 months

▪ Most TEAE’s were Grade 1 or 2

▪ Only 2 patients (7%) discontinued the 

drug due to an AE 

▪ Stomatitis (mouth sores) was originally 

treated at manifestation

▪ Steroid mouth rinse reduced 

severity

▪ Few hyperglycemia-related adverse 

events (22% all Grades, 8% Grade 3/4)

▪ Significant contrast to PI3K-α drugs

▪ Neutropenia, leukopenia, and anemia 

AEs are related to palbociclib

Single Agent Gedatolisib and Gedatolisib + palbociclib + fulvestrant at RP2D (Arm D)

All Arms (n=42)

TEAE’s > 20%

All Grades Grade 3 Grade 4

Adverse Event % % %

Stomatitis 55 7 -

Nausea 41 2 -

Hyperglycemia 26 2 -

Vomiting 24 2 -

Asthenia 21 2 -

Appetite decrease 21 - -

Fatigue 21 - -

Phase 1 Trial: Gedatolisib alone

(154 mg weekly IV)

Phase 1b Trial: G + P + F

(180 mg IV, once weekly for 3 weeks, one week off)

Note: Data presented for the B2151009 trial is from a preliminary data analysis as of a cutoff date of January 11, 2021, 

representing a database snapshot, and may change based on ongoing routine data monitoring.



Gedatolisib Opportunity in HER2+/PIK3CA+ mBC Patients

29

Patients received 3 or more lines of prior HER2 therapies  

▪ Aberrant PI3K-AKTmTOR is a known resistance 

mechanism of HER2 therapies

▪ A phase 2 pilot study1 evaluated safety and efficacy 

of Herzuma® (trastuzumab biosimilar) plus 

gedatolisib in patients with HER2+ / PIK3CA+ mBC

who progressed after 3 or more lines of prior HER2 

therapy

(1) Kim 2020 SABCS



56% ORR for Patients Receiving Gedatolisib + Trastuzumab Biosimilar
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▪ 9 of 16 (56%) showed partial response (PR)

▪ 4 of 16 (25%) had stable disease (SD) 

Swimmer plot of the treatment duration

• At the time of the analysis, 9 patients had a continuing 

response.

* Patient whose target lesion decreased by 63% but a new leptomeningeal seeding 

occurred.

Best Response Duration of Response

Note: Data presented is from an interim analysis of data as of a cutoff date of October 30, 2020, 

representing a database snapshot, and may change based on ongoing routine data monitoring and enrollment.
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Experienced Clinical Development Team



Experienced drug development team on board
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Art DeCillis, MD – Former CMO for Eleven Biotherapeutics (now Sesen Bio) and the VP Clinical Research and Medical Affairs at Exelixis.

▪ Executive Director of Oncology Development at Novartis and Group Director at Bristol-Myers Squibb.

▪ Involved in development of SPRYCEL®, AFINITOR®, FARYDAK®, and CABOMETYX®

Bernhard Lambert, PhD - Former Executive Director, Pharmaceutical R&D at Chimerix

▪ Served in various CMC roles at Gilead and Glaxo Welcome

Sheri Smith – Former Director Clinical Operations at MGI Pharma

▪ Responsible for all clinical operations at MGI Pharma

▪ Leads specialty CRO that designs and manages early-stage clinical trials.

John MacDonald, PhD – Former SVP R&D at MGI Pharma 

▪ Senior executive responsible for all drug discovery, preclinical, and clinical teams at MGI Pharma

▪ Obtained FDA approvals for a number of oncology therapeutics while leading those teams. He began his career at Warner Lambert.

CMO

SVP

R&D

Head 

CMC

Head 

Clin Ops

Performed due diligence of gedatolisib

Head 

Regulatory

Marie Kuker – Former Director, Regulatory Affairs and Compliance for 3M Pharmaceuticals and Director of Regulatory Affairs for Orphan Medical

▪ Adjunct Assistant Professor at U of Minnesota’s Department of Experimental and Clinical Pharmacology



Manfred Auer Ph.D.

Adam Brufsky M.D., Ph.D.

Alberto Montero M.D.

Sara Hurvitz M.D.

Benita Katzenellenbogen Ph.D.John Katzenellenbogen Ph.D.Carol Lange Ph.D.

Hung Khong M.D.

Ron McGlennen M.D.

Mark Pegram M.D. Ph.D.

Mothaffar Rimawi M.D. Lee Schwartzberg M.D.

Ben Ho Park M.D., Ph.D. Filip Janku M.D., Ph.D.

Bora Lim M.D.

Leading cancer KOL’s are participating in our research
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Clinical 

Advisory 

Board

Scientific 

Advisory 

Board



34

Debt Financing Agreement



$25 Million Debt Financing Agreement with Innovatus Capital 

▪ Debt agreement includes three tranches of funding: 

▪ Tranche 1 for $15 million tranche funded at closing

▪ Tranche 2 for $5 million tranche funds upon achievement of certain clinical trial and financing milestones

▪ Tranche 3 for $5 million tranche funds upon achievement of certain clinical trial and financing milestones

▪ Celcuity is entitled to make interest-only payments for 36 months, or up to 48 months if certain conditions are met

▪ The Term Loans will mature on the fifth anniversary of the initial funding date 

▪ Innovatus can convert up to 20% of the outstanding principal amount into shares of the Company’s common stock 

▪ Conversion price per share equivalent to volume weighted average closing price of the Company’s stock for the 5-trading day period 

ending on the last trading day immediately preceding the execution of the Loan Agreement

▪ Conversion right expires after 3rd anniversary of the Loan Agreement 

▪ Loan Agreement includes customary warrant coverage and is secured by all of the Company’s assets. 
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$44 million cash on hand after Pfizer up-front payment and net proceeds from funds received at closing



Summary – Strategic Overview
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CELsignia can identify new indications for targeted oncology therapies

▪ Collaborations with numerous pharma partners to determine new indications for their compounds

▪ Applying CELsignia to our own compound leverages its potential  

Preliminary results from phase 1b clinical trial show encouraging anti-tumor activity

▪ Phase 2 ready asset  

▪ 60% objective response rate

▪ Well tolerated safety profile with less than 10% gedatolisib discontinuation rate

Experienced clinical team with successful track record of getting drug approvals on board

$44.4 million cash on hand post-Pfizer agreement

▪ Follow-on equity offering in February raised approximately $25 million

▪ Net proceeds of $14.5 million from debt financing received today

Gedatolisib

In-licensed 

Experienced 

Team 

Financial 

Resources 

Proprietary

CELsignia 

Technology



Wrap-Up
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