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Legal Disclaimer
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Except as otherwise indicated or unless the context otherwise requires, all references in this presentation to “we,” “our,” “us,” “POINT,” or the “Company” refer to POINT Biopharma Global

Inc.

This information contained in this presentation does not constitute or form part of, and should not be construed as, any offer for sale or subscription of, or any invitation to offer, buy or

subscribe for, any securities, nor shall there be any offer, solicitation or sale in any jurisdiction in which such offer, solicitation or sale would be unlawful.

Forward Looking Statements. Certain statements in this presentation may be considered forward-looking statements. Although we believe that we have a reasonable basis for each forward-

looking statement contained in this presentation, we caution you that these statements are based on a combination of facts and factors currently known by us and our projections of the

future, about which we cannot be certain. Forward-looking statements generally relate to future events or the Company’s future financial or operating performance. For example, statements

concerning the following include forward-looking statements: the success, cost and timing of product development activities, including timing of initiation, completion and data readouts for

clinical trials and preclinical studies; the potential attributes and benefits of product candidates, including with respect to radioligand selectivity, activity, side effect and tolerability profile and

relevant indications; ability to compete with other companies currently marketing or engaged in the development of treatments for relevant indications; the Company’s expected

manufacturing and commercial strategy; the size and growth potential of the markets for product candidates and ability to serve those markets; and the rate and degree of market acceptance

of product candidates, if approved. In some cases you can identify forward-looking statements by terminology such as “may”, “should”, “expect”, “intend”, “will”, “estimate”, “anticipate”,

“believe”, “predict”, “potential”, or “continue”, or the negatives of these terms or variations of them or similar terminology. Such forward-looking statements are subject to risks,

uncertainties, and other factors which could cause actual results to differ materially from those expressed or implied by such forward-looking statements, including those described in our

Annual Report on Form 10-K filed with the SEC on March 25, 2022. These forward-looking statements are based upon estimates and assumption that, while considered reasonable by POINT

and its management, are inherently uncertain. New risks and uncertainties may emerge from time to time, and it is not possible to predict all risks and uncertainties. Factors that may cause

actual results to differ materially from current expectations include, but are not limited to, factors associated with companies, such as the Company, that are engaged in clinical trials in the

pharmaceutical industry, including uncertainty in the timing or results of clinical trials, product acceptance and/or receipt of regulatory approvals for product candidates, risks related to

POINT’s ability to successfully develop and launch a commercial product and achieve market acceptance, raise additional funds that may be necessary for the operations of its business and

product development, establish manufacturing capacity, manage its operations and potential growth and scale its business, protect its intellectual property, and the potential impact of the

COVID-19 pandemic, as well as various other factors beyond management’s control, including general economic conditions. Nothing in this presentation should be regarded as a

representation by any person that the forward-looking statements set forth herein will be achieved or that any of the contemplated results of such forward-looking statements will be

achieved. You should not place undue reliance on forward-looking statements in this presentation, which speak only as of the date they are made and are qualified in their entirety by

reference to the cautionary statements herein. The Company undertakes no duty to update these forward-looking statements.
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POINT Biopharma: discovering, developing & supplying next generation radioligands™
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ROBUST SUPPLY CHAIN

• State-of-the-art GMP manufacturing facility 

operational and currently supplying drug 

product to clinical trials

• Medical isotopes supply in-place with multiple 

suppliers (Lu-177 & Ac-225)

FISCALLY STRONG

• $292M in cash, cash equivalents and 

investments, as of September 30, 2022

• $260M payment* expected in H1 2023

• Pro-forma* cash runway into 2026

• 111.3M fully diluted shares outstanding

SIGNIFICANT NEAR-TERM REVENUE

• $260M in upfront licensing payments from 

Lantheus collaboration in H1 2023

• Up to $1.8B in milestone payments on PNT2002 

(prostate cancer) & PNT2003 (neuroendocrine 

tumors) expected to begin in 2025

COMPREHENSIVE PLATFORM

• Demonstrated capabilities include the 

rapid development of next generation 

radioligands (PNT2004) from concept to 

clinic, as well as clinical development of 

late-stage programs (PNT2002)

* Assuming transaction with Lantheus Holdings closes in H1 2023

INDUSTRY LEADING PIPELINE

• Pan-cancer ligand currently in human trials 

(PNT2004, Phase 1), next generation 

actinium PSMA program (PNT2001, 

preclinical) IND in 1st half 2023

PROVEN RADIOPHARMA EXPERTS

• Leadership team has the rare advantage of 

decades of experience in 

radiopharmaceutical discovery, 

development and manufacturing
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Radiopharmaceuticals improve on radiotherapy by enabling the precise delivery of radiation 
directly to cancer cells
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Cancer Cell

Targeting Moiety 

Radioisotope

A radioligand is a radiopharmaceutical engineered to deliver a specific type of radiation to a specific type of cancer cell by linking a 
radioisotope to a targeting moiety

Radioligand
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Radioligand Therapy (RLT) has matured into a powerful new tool to fight cancer
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Advances in ligand discovery 
greatly expand RLT’s opportunity

RLT has recently been approved for 
prostate cancer, and studies are ongoing 
in multiple additional indications

Radioligands can be administered 
in community settings

New therapeutic isotopes do not require 
lead lined rooms, and are accessible at 
1,400+ outpatient locations in the US 
(500+ in community settings)

New isotope production tech 
removes development bottlenecks

For example, innovations in actinium-225 
production will remove supply constraints 
on R&D which have slowed innovation

Business case for expansion of 
RLT-focused clinics

The approval of a RLT for prostate 
cancer, the second most common form 
of cancer in men, is greatly increasing 
patient demand

Increasing applicability Increasing accessibility Increasing opportunity

Potential synergies when combined 
with other mechanisms of action

Studies examining RLT in combination 
with existing therapeutic synergistic MoA
are showing tremendous promise

Interest in precision oncology from 
health care providers and patients

Diagnostic imaging enables HCPs and 
patients to assess disease state with 
precision; RLT builds on imaging to 
enable treatment with precision
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POINT Biopharma has built the platform for next generation radioligands™
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Commercial scale  

manufacturing

Internal manufacturing 

capabilities, ensuring patients 

needs are always met

Robust isotope 

supply chain

Fortified supply chain, 

safeguarded from 

disruptions

As one of the few companies that have demonstrated competency in the discovery, clinical development, and manufacturing of 

radioligands, POINT is well positioned it to be a leader in this exciting and emerging modality.

Radiochemistry & 

preclinical expertise

Experience engineering 

optimized combinations of 

ligands, linkers and isotopes

Next generation

clinical programs

Currently in the clinic 

in indications of high 

unmet need
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Internal 177Lu production capability will provide 

a COGS advantage and supply chain redundancy

Redundant 225Ac supply from partners with 

access to rare Thorium and Radium inputs

Ytterbium-176 input material 
secured in North America

Nuclear reactor 
irradiation network assembled

Technology to purify 
177Lu at a significant scale

POINT’s Facility

Thorium-229 
(U.S. Department of Energy 

waste stores)

Radium-226

225Ac “milked” 
from Thorium 

“cows”

225Ac via 

electron 
accelerator

Ac
Actinium

(225)

89

No-carrier-added 177Lu 

partner

No-carrier-added 177Lu 

manufactured internally

No-carrier-added 177Lu

partner

Thorium-
229

225Ac 
“milked” 

from 
Thorium 
“cows”

POINT’s lutetium-177 and actinium-225 supply chains are industry-leading

* Expected to commence in 2023

*

Radium-226

225Ac via 
proton 

accelerator
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POINT’s manufacturing facility is currently supplying radioligands - with a usable life measured in 
days, radioligands must be made for individual patients, just-in-time
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POINT’s 100% owned & operated

Indianapolis, Indiana manufacturing 

facility is currently supplying doses 

for the company’s SPLASH trial. State of the art

80,000 ft2 GMP facility

NRC licensed for alpha, beta, 

gamma and positron emitters

Integrated radioisotope

production

Sterility assurance labs for

in-house batch testing

Modular capacity, capable

of scaling with demand

US population within 12 hours,

EU & UK within 48 hours

β-

α
γ
β+

POINT’s manufacturing facility has 

been designed to service high 

volume indications in North America 

and Europe.
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POINT has demonstrated expertise in the radiochemistry, manufacturing and clinical development 
of radioligands with PNT2004 - taken from licensing to in-human study in ~2 years
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• A library of D-Ala-boroPro-based FAP inhibitors conjugated 
to DOTA or DOTAGA were synthesized

• Compounds were tested for potency (inhibition of FAP) and 
for selectivity over other related dipeptidyl peptidases (PREP 
and DPPIV)

• Candidate compounds were advanced into radiochemistry 
development + formulation and stability screening

• In vivo experiments completed with three candidate 
compounds to select a single lead compound, PNT6555

50+

12

4

3

FAP potency and 
specificity screening

Radiochemistry
screening

Formulation and 
stability screening

In vivo screening (imaging,
bioD and anti-tumor activity)

168Ga/177Lu-PNT6555

2022

Mar Apr May Jun Jul Aug Sep Oct Nov Dec   Jan Feb Mar Apr May Jun July Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun July Aug Sep Oct Nov Dec 

2020 2021

Development Timeline

PNT2004 
Licensed

Phase 1 
First 

Patient In

Cohort 
1
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POINT’s early-stage pipeline is focused on next generation radioligands in areas of high unmet need
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* partnered with Lantheus Holdings Inc. for exclusive worldwide rights excluding certain territories of : Japan, South Korea, China (including Hong Kong, Macau and Taiwan), Singapore, and Indonesia

1. SPLASH (NCT04647526),  2. Trial sponsored by the University Health Network (NCT02743741),  3. FRONTIER (NCT05432193)

Program Target Clinical Candidate Discovery Preclinical Phase 1 Phase 2 Phase 3
Commercial

Rights

PSMA 177Lu-PNT2002

SSTR 177Lu-DOTA-TATE

FAP-α 177Lu-PNT6555

FAP-α 225Ac-PNT6555

PSMA 225Ac-PNT2001

Metastatic Castration-Resistant Prostate Cancer, Pre-Chemo1

Neuroendocrine Tumors (NETs)2

Solid Tumors Expressing FAP3

Solid Tumors Expressing FAP

Prostate Cancer

Discovery Programs

Ligands: Multiple programs are underway assessing the CanSEEKTM platform with novel ligands, as well as other novel small and large molecule candidates

Radioisotopes: Assessment of alpha, beta and auger emitters to match the right isotope with the specific disease state and target characteristics

Combinations: Combination testing of RLT with existing and novel IO, DDRi and chemotherapy products for identification of compelling opportunities for clinical testing 

*

*

PNT2002

PNT2003

PNT2004

PNT2004

PNT2001

Ligands

Radioisotopes

Combinations
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PNT2002 PNT2003

Geography Exclusive worldwide rights excluding certain territories1

Upfront Payment $250M $10M

U.S. Regulatory 
Milestone

Range: $150M - $250M
(Based on timing of FDA approval and number of competing 

177Lu-radioligand therapies on market at time of approval)

Up to $30M in the aggregate

Commercial Sales 
Milestones:

(One-time Calendar Year Net Sales)

$50M at $150M net sales
$50M at $300M net sales
$280M at $500M net sales

$150M at $600M net sales
$250M at $1,000M net sales
$500M at $2,000M net sales

$25M at $200M net sales
$100M at $500M net sales

$150M at $1,000M net sales

Royalties
20% net sales2 royalty

(Following commercial launch, Lantheus will pay POINT royalties of 20% of 
“Eligible Net Sales”; after Lantheus has realized $500M in cumulative Gross Profit, 

Lantheus will pay POINT royalties of 20% of “Net Sales”)

15% net sales2 royalty

Sublicense Income 
Sharing

POINT receives 40% of Sublicensing Income
(Income not otherwise subject to royalty payments to POINT)

POINT receives 40% of Sublicensing Income
(Income not otherwise subject to royalty payments to POINT)

Product Cost PNT to supply Lantheus with commercial product at COGS + markup

POINT evaluated multiple strategic pathways prior to identifying Lantheus (NASDAQ: LNTH) as the 
ideal partner to license both PNT2002 & PNT2003

11

1. POINT retains the following territories: Japan, South Korea, China (including Hong Kong, Macau and Taiwan), Singapore, and Indonesia 
2. Net Sales by Lantheus in Territory and Net Sales by Lantheus/Sublicensee in US



Next Generation Radioligands™

POINT’s collaboration with Lantheusenables strategic investment in new isotopes, opportunistic 
partnerships, and current and additional programs
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Engage in new partnerships 

and in-licensing opportunities 

which are synergistic with 

POINT’s platform 

Partnerships

The strategic collaboration with Lantheus has the potential to create significant shareholder value

Expand clinical trials to include new 
indications and combination 

approaches, and increase 
investment in discovery activities

Discovery Preclinical Phase 1 Phase 2 Phase 3

Programs

Expand isotope “tool chest” to 

include new, high potential 

isotopes like terbium-161

Ac
Actinium

(225)

8 9

At
Astatine

(211)

8 5

Lu
Lutetium

(177)

71

Tb
Terbium

(161)

65

Ga
Gallium

(68)

3 1

F
Fluorine

(18)

9

Cu
Copper

(64)

2 9

Isotopes

Pb
Lead
(212)

8 2

Y
Yttrium

(90)

3 9

Cu
Copper

(67)

2 9
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POINT is well positioned to become the leader in next generation radioligands™
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Manufacturing  and Supply Chain

Chemistry, Radiochemistry and Biology GMP Process Development and CMC

Clinical Development and Regulatory

140+ TEAM MEMBERS WITH EXPERIENCE FROM COMPANIES INCLUDING:

EXECUTIVE TEAM:

DR. JOE McCANN PhD
CEO & Co-Founder

BILL DEMERS, FCPA
Chief Financial Officer

DR. MYRA ROSARIO HERRLE, PhD
EVP, Regulatory Affairs

DR. NEIL FLESHNER, MD
Chief Medical Officer & Co-Founder

JUSTYNA KELLY, MSc
Chief Operating Officer

JESSICA JENSEN, MPH
EVP, Clinical Development

ALLAN SILBER
Executive Chairman & Co-Founder

ARI SHOMAIR
Chief of Staff

CHRIS HORVATH, MSc, MBA
EVP, Commercial
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Anticipated Milestones & Financial Summary
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Program Clinical Candidate Indication Timing (Est.) Milestone

Upcoming

177Lu-DOTA-TATE Neuroendocrine tumors (NETs) Late 2022 Data report from trial sponsor

225Ac-PNT2001 Prostate cancer Q2 2023 IND / CTA filing

177Lu-PNT2002 mCRPC Mid-2023 Top line data

225Ac-PNT2001 Prostate cancer EOY 2023 First patient in Phase 1

177Lu-PNT6555 Solid tumors expressing FAP H1 2024 Phase 1 data

Recently Completed

177Lu-PNT6555 Solid tumors expressing FAP Summer 2022 First patient in (Phase 1)

177Lu-PNT2002 mCRPC Q3 2022 Efficacy and safety data from 27 patient lead-in

225Ac-Not Disclosed Prostate cancer Q4 2022 Public presentation of new pre-clinical studies at EANM

Balance Sheet $292M in cash, cash equivalents and investments, as of Sept 30, 2022

Projected Runway Pro-forma* cash runway into 2026

Capital Structure 105.6M Common Shares + 5.7M Options

* Assuming transaction with Lantheus Holdings closes in H1 2023

PNT2003

PNT2001

PNT2002

PNT2001

PNT2004

PNT2004

PNT2002

PNT2001



Next Generation Radioligands™Accelerating Precision MedicineTM

Programs:
Phase 1: PNT2004 Fibroblast Activation 
Protein-α Targeting Ligand for Multiple 
Tumor Types
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FAP-α is a compelling pan-cancer target for imaging and therapy that is found in >90% of epithelial 
tumors1

1. Mhawech-Fauceglia P. et al. 2015. Canc. Microenv. 2. Jacob M. et al. 2012. Curr. Mol. Med. 3. Mariathasan S, et al. 2018. Nature  4. Domen A. et al. 2021. Cancers  5. Joshi RS. et al. 2021. Cancers. 6. Pure E. et al. 2018. 
Oncogene 7. Niedermeyer J. et al. 2001. Int J Dev.  8. Dohi O. et al. 2009. Histophatology  9. Kratochwil et al. J Nucl Med 2019; 60:801–805 
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In cancer, Fibroblast Activation Protein-α (FAP) is highly expressed on Cancer Associated Fibroblasts (CAFs)2, which drives tumor 
progression and resistance to chemo and immunotherapy3,4,5:

• FAP is a 170kDa membrane bound prolyl endopeptidase6

• FAP is expressed during development but rarely in healthy adult tissues7

• FAP is upregulated at sites of active tissue remodeling, such as during 

wound healing2

• FAP is highly upregulated in cancer by overexpression on CAFs2 and by 

some mesenchymal origin tumors (sarcoma, mesothelioma)8

• PNT2004 is a proprietary D-ala-boroPro warhead platform developed by Dr. 

William Bachovchin at Tufts that is highly specific for FAP-αover other 

dipeptidyl peptidases ubiquitously expressed in the body

• PNT6555 (clinical lead) is a potent DOTA-conjugated FAP-targeting 

compound built with the D-ala-boroPro warhead technology

9
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Colorectal

Pancreatic

TNBC

Uterine

Bladder

Ovarian

Gastric

Glioblastoma

Skin - Melanoma

Lung – NSCLC

Esophageal
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Sarcoma
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As a pan-cancer RLT, PNT2004 has an extremely broad market opportunity: 
FAP-α expression has been demonstrated in the most common solid tumor types

1. POINT Biopharma Estimates

17

Bubble Size represents the number of US Stage III & IV Patients. 

Cancers in the top right quadrant represent ideal cancer targets due to high FAP expression + high unmet need.

FAP Market Opportunity1

Indicates FAP expression on cancer cells as well as stroma
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PNT6555 is the lead of the PNT2004 program. 68Ga-PNT6555 biodistribution studies demonstrate 
fast tumor targeting with little accumulation in normal tissues.

18

Rapid and sustained tumor retention with fast clearance from organs and tissues is an ideal profile for molecular imaging.

68Ga-PNT6555 BiodistributionDynamic Imaging 68Ga-PNT6555 Biodistribution at 
60 min

HEK-mFAP tumor bearing Fox Chase SCID, n=3/timepoint
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177Lu-PNT6555 biodistribution studies demonstrate prolonged tumor retention and rapid normal 
tissue clearance

19

Sustained retention in the tumor beyond 7 days with low retention in organs and tissues, including the kidney and bone highlights the 
potential of PNT6555 as an RLT.

Organ uptake 177Lu-PNT6555 SPECT177Lu-PNT6555 Biodistribution

HEK-mFAP tumor bearing Fox Chase SCID, n=3/timepoint
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177Lu-PNT6555 shows compelling anti-tumor activity, with mice experiencing long-term survival

20

Tumor Volumes on Day 22Tumor Volumes Kaplan-Meier Survival Curves

HEK-mFAP model, n=6/group, single dose treatment in mice with tumors (~200mm 3), ns=not significant, *p<0.05, **p<0.01, ***p<0.001, **** p<0.0001
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Similar results have been shown with 225Ac-PNT6555
Additional studies in syngeneic and PDX models are underway
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Preclinical data demonstrate 177Lu-PNT6555 acts synergistically with immunotherapy; anti-PD-1 
insensitive tumors become responsive to anti-PD-1s when used in combination with 177Lu-PNT6555

CT26-mFAP model; n=8/group; treatment started at ~120mm 3; 177Lu-PNT6555 60MBq (days 1&8), Anti-PD-1 (250 ug IP 3x/week x 3 weeks, clone RMP1.14), Day 15 Tumor volumes analyzed by ANOVA, survival curves 

analyzed by Mantel-Cox Log-Rank comparing against precursor: ns=not significant, *p<0.05, **p<0.01, ***p<0.001; study ongoing

21

Individual Tumor Growth Plots Tumor Volumes on Day 15 Kaplan-Meier Survival Curves

177Lu-PNT6555 and anti-PD-1 combination treatment resulted in a large survival benefit in mice relative to either 
treatment alone. The CT26-mFAP tumor model was used for the study, a low FAP expressing model that grows 
aggressively and is insensitive to anti-PD-1 immunotherapy.

***

177Lu-PNT6555

177Lu-PNT6555 + Anti-PD-1

177Lu-PNT6555 + Anti-PD-1
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FRONTIER: PNT6555’s phase 1 (First in Human) trial design

*Dose de-escalation planned if dose-limiting toxicity is observed during 6-
week observation period follow first cycle of each dose level; subsequent re-
escalation may occur. GBq, giga-becquerel; mCi; millicurie; mTPI2, modified 
toxicity probability interval-2; Q6W, every 6 weeks.

Primary 
Objective:  

To determine the recommended phase 2 dose of 
177Lu-PNT6555 for further clinical evaluation

Imaging Dose: 3-6 mCi 68Ga-PNT6555

Therapeutic Dose: 
4 -12 GBq 177Lu-PNT6555 dose escalation with fixed 
dosing every 6 weeks for up to 6 cycles

Population 

(n≈30):  

Colorectal, pancreatic, esophageal, melanoma, soft 

tissue sarcoma Estimated Time to Primary 
Completion: 

~18 months

Design 
Methodology:

Bayesian mTPI2 based on iterative toxicity 
probability monitoring 

Dosimetry:  
To be assessed concurrent with each therapeutic 
dosing cycle 1-4

FAPi Radioligand OpeN-Label, Phase 1 Study to Evaluate Safety, Tolerability and DosImetry of 177Lu-PNT6555; A Dose Escalation Study 
for TReatment of Patients with Select Solid Tumors (FRONTIER, Phase 1, NCT05432193)
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324 mCi
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2 GBq
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270 mCi
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With the commencement of the Phase 1 trial, PNT6555 has begun the pursuit of becoming the first 
pan-cancer radiopharmaceutical

23

Additional studies in syngeneic and 

PDX models underway.

Technology transfers of imaging agent to 

multiple sites to expand Phase 1 recruitment 

and plan for Phase 2 are underway

Cohort 1 underway with 3 clinical 

sites open. Expected to commence

Cohort 2 in Q1 2023.

Preclinical activities underway to 
inform Phase 2 opportunities

Actively expanding access to 
gallium-68 imaging agent

Phase 1 trial proceeding as planned



Next Generation Radioligands™Accelerating Precision MedicineTM

Programs:
Preclinical: PNT2001 next generation
PSMA Targeting Ligand
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PNT2001 is a next generation PSMA radioligand optimized for delivery of 225Ac

25

1. NPCR and SEER 2005-2016 Registries  2. Scher et al. PLOS ONE, 2015  3. Borofsky et al. Radiology, 2017  4. POINT Primary Market Research, Dec 2020  5. Thoma et al. Nature Reviews Urology, 2020  6. Sweat SD, et al. 

Urology, 1998  7. Datamonitor 2018 Global Prostate Report
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Localized 

Therapy

Androgen Deprivation 

Therapy

PARPi Ra-223

Chemotherapy 

Immunotherapy

Non-metastatic (M0) Metastatic (M1)

Hormone Sensitive (HSPC) Castration Resistant (CRPC)

28k Patients* = mHSPC

(Oligometastatic PC)

PNT2002

7k Patients* = 

Post 177Lu
225Ac mCRPC

The clinical development plan is to evaluate the clinical lead in the oligometastatic setting as well as post-177Lu-PSMA mCRPC

Androgen Receptor 
Pathway Inhibitor (ARPI)
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225Ac-PSMA has shown clinical activity in treatment-naive patients as well as those previously 
treated with ADTs or who failed 177Lu-PSMA 

1. Sathekge et al. Journal of Nuclear Medicine 2022   2. Sathekge et al. Journal of Nuclear Medicine 2019  3. Sanli. Clin Nucl Med, 2021.
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225Ac-PSMA post-177Lu-PSMA failure3225Ac-PSMA post-ADT and in 
treatment naive patients2

225Ac-PSMA post-ADT1

• 91% (48/53) PSA decline ≥50% 
• Responders were predictive of PFS and OS (p <0.001)
• PSA became undetectable in 19 patients (36%) 
• 68Ga-PSMA-PET post-treatment images negative in 30 

patients (57%)

• 82% (14/17) PSA decline ≥90%
• 65% (11/17) complete resolution of all metastatic 

lesions (based on negative 68Ga-PSMA PET)
• 7/11 with undetectable serum PSA (<0.1 ng/ml) 
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PNT2001 has linker technology that allows for increased internalization into cells, resulting in 
increased tumor uptake

Unpublished data

27

177Lu-PNT2001

T: 14.3%|D/g

K: 13.7%|D/g

T: 12.4%|D/g

K: 11.3%|D/g

SPECT/CT Imaging

LNCaP tumor-bearing CB17-SCID mice, 24 

h p.i., 160 pmol each, n = 2

Improved 
internalization

Improved 
tumor uptake

177Lu-PNT2001, LNCaP tumor bearing , CB17-SCID mice (n = 4, t=24 h) 

Internalization in LNCaP cells (n = 3) relative to [125I]I-BAKuE reference compound 

Reduced 
kidney uptake
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Single dose 225Ac-PNT2001 treated mice showed significant improvement in tumor burden and survival compared to both control 
and 225Ac-PSMA-I&T.

Intracardiac injection of C4-2 leads to metastatic disease (liver, brain, bone marrow mets) and metastatic burden is monitored using 
bioluminescence.

225Ac-labelled PNT2001 shows robust efficacy as a single dose in a PSMA+ metastatic prostate 
tumor model (C4-2) versus 225Ac-labelled PSMA I&T

28

A single dose of 225Ac-PNT2001 or 225Ac-PSMA-I&T slows tumor growth and improves survival outcomes. NSG mice bearing metastatic C4-2 tumors were treated with vehicle, 225Ac-PNT2001 (40 kBq), or 225Ac-PSMA-I&T 
(40 kBq). Tumor cells expressed luciferase and could therefore be imaged to assess tumor burden based on the correlative bioluminescence (BLI) signal. (A) Representative BLI images on day 29 for each group. (B) 
Average BLI signal for each group. Graphing stops when the first mouse from a group reaches endpoint. ( C) Average BLI signal for each mouse on day 29. Each symbol represents an individual mouse within the group. 
(D) Kaplan-Meier survival curves of each group. ****p<0.0001
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Presented at the 35th Annual Congress of the European Association of Nuclear Medicine, October 15-19, 2022, Barcelona, Spain

0 20 40 60 80

0

5×10 7

1×10 8

1.5×10 8

2×10 8

Time post-injection (d)

B
L
I 

s
ig

n
a

l 
(p

/s
e

c
/c

m
2
/s

r)

Vehicle
225Ac-PNT2001 (40kBq)

225Ac-PSMA-I&T (40kBq)

V
eh

ic
le

22
5 A

c-
P
N
T20

01
 (4

0k
Bq)

22
5 A

c-
PS

M
A
-I&

T (4
0k

Bq)

0

1×108

2×108

3×108

B
L

I 
s
ig

n
a

l 
(p

/s
e

c
/c

m
2
/s

r)
****

****

0 20 40 60 80 100 120

0

50

100

Time post-injection (d)

P
e
rc

e
n
t 

S
u
rv

iv
a
l

Vehicle
225Ac-PNT2001(40kBq)

225Ac-PSMA-I&T (40kBq)

****

****
To Vehicle and

PSMA-I&T

A



Next Generation Radioligands™ 29

225Ac-labelled PNT2001 also shows robust and dose responsive efficacy as a single dose in a 
PSMA+ tumor model (LNCaP model)

Tumor Volumes Kaplan-Meier Survival CurvesTumor Volumes on Day 35

A single dose of 225Ac-PNT2001 slows tumor growth and improves survival outcomes. NSG mice bearing subcutaneous LNCaP tumors on the flank (n=5/group) were treated with vehicle, 225Ac-PNT2001 (10 kBq), 225Ac-
PNT2001 (20 kBq) or 225Ac-PNT2001 (40 kBq). **p<0.01; ***p<0.001.
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Single dose 225Ac-PNT2001 dose responsively inhibits the growth of LNCaP tumors.

Nearly 100% of mice treated with 225Ac-PNT2001 at the intermediate and high dose groups survived until end of study (100 days).
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Single dose efficacy is also seen with 225Ac-labelled PNT2001 in a large PSMA+ prostate tumors 
(LNCaP model)

A single dose of 225Ac-PNT2001 slows tumor growth and improves survival outcomes. NSG mice bearing subcutaneous LNCaP tumors on the flank (n=6/group) were treated with vehicle, precursor, 225Ac-PNT2001 (20 
kBq) or 225Ac-PNT2001 (40 kBq). **p<0.01; ***p<0.001.

Tumor Volumes on Day 21Tumor Volumes Kaplan-Meier Survival Curves
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Single dose 225Ac-PNT2001 inhibits the growth of large LNCaP tumors, a difficult setting to observe monotherapy efficacy. 
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PNT2001 targeting IND/CTA submission in H1 2023, with first patient in Phase 1 by EOY 2023

31

Engagement with KOLs underway

to define clinical protocol

Non-clinical work is ongoing cGMP process development underway
IND/CTA submission on track 

for H1 2023

IND / CTA enabling 

studies initiated.

Radiochemistry, formulation and 

process optimization are ongoing.



Next Generation Radioligands™Accelerating Precision MedicineTM

Programs: 
Phase 3: 177Lu-PNT2002 PSMA-
Targeted Ligand for mCRPC

Top Line Data: Anticipated Mid-2023
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PNT2002 is a PSMA-targeted therapy for metastatic castration-resistant prostate cancer (mCRPC), 
an indication with >51,000 post-ARPI patients annually in the US + EU5

1. Scher et al. PLOS ONE, 2015  2. POINT KOL Primary Market Research Dec 2020  3. Evaluate Pharma US Sales 2021 4. GlobalData EU5 Sales 2021 33

94k Patients1

Annual mCRPC

70k Patients2

1L ARPI Eligible

51k Patients2

2L Post ARPI
PSMA+

T
U

M
O

R
 V

O
L

U
M

E

T IME

Localized 

Therapy

Androgen Deprivation 

Therapy

PARPi Ra-223

Chemotherapy 

Immunotherapy

Non-metastatic (M0) Metastatic (M1)

Hormone Sensitive (HSPC) Castration Resistant (CRPC)

ADT
($0.7bn in 2021)3,4

Chemo & Targeted Therapies
($0.9bn in 2021)3,4

Surgery /
Radiation

ARPI
($5.3bn in 2021)3,4

Study in patients having failed ARPI therapy, 
prior to taxane-based chemotherapy

PNT2002

Androgen Receptor 
Pathway Inhibitor (ARPI)
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POINT has executed a collaboration agreement with Lantheus to commercialize PNT2002

34

1. Point retains the following territories: China (inclusive of Taiwan, Hong Kong and Macau), Japan, South Korea, Indonesia and Singapore

Upon consummation of the agreement, POINT & Lantheus will form a joint steering committees to oversee 
development, regulatory, manufacturing and commercial programs

PNT2002

Geography Exclusive worldwide rights excluding certain territories1

Upfront Payment $250M

U.S. Regulatory Milestone
Range: $150M - $250M

(Based on timing of FDA approval and number of competing 
177Lu-radioligand therapies on market at time of approval)

Commercial Sales Milestones:
(One-time Calendar Year Net Sales)

$50M at $150M net sales
$50M at $300M net sales
$280M at $500M net sales

$150M at $600M net sales
$250M at $1,000M net sales
$500M at $2,000M net sales

Royalties
20% net sales2 royalty

(Following commercial launch, Lantheus will pay POINT Royalties of 20% of “Eligible Net Sales” i.e., from 
direct sales, after the point that Lantheus has realized $500M in cumulative Gross Profit)

Sublicense Income Sharing POINT receives 40% of Sublicensing Income
(income not otherwise subject to royalty payments to POINT)

Product Cost PNT to supply Lantheus with commercial product at COGS + markup
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PNT2002’s phase 3 SPLASH trial for mCRPC began with a dosimetry & safety lead-in; 
Randomization began in September 2021 and is currently recruiting in multiple countries

* US Patent #’s: 11,129,912 (Sep 28, 2021), 11,491,246 (Nov 8, 2022)

1. De Bono et al. N Engl J Med 2020; 382:2091-2102 2. Powles T, et al. Nature Med 2022; 28:144-153
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Study Evaluating Metastatic Castrate Resistant Prostate Cancer Using 177Lu-PNT2002 PSMA Therapy versus Abiraterone or Enzalutamide 
After Second-Line Hormonal Treatment (NCT04647526), a multi-center, open label, randomized study.

Single-Arm Dosimetry & Safety Lead-in Cohort 
(enrollment and dosing COMPLETED February 2022)

Randomization Expansion 

(INITIATED September 2021)

Safety and Preliminary 

Efficacy

• AE/SAEs

• Dosimetry

• Changes in vital signs, 

clinical labs, ECGs

• PSA reduction

R
an

d
o

m
iz

e
 2

:1

177Lu-PNT2002

Abiraterone or 
Enzalutamide

177Lu-PNT2002

Key Eligibility

• mCRPC

• PSMA-avid PET

• Progressed on 

ARPI therapy

• Chemo naïve

for mCRPC

R
ad

io
g

ra
p

h
ic

P
ro

g
re

ss
io

n

177Lu-PNT2002

Primary

• rPFS

Secondary

• OR

• OS

• PK

Exploratory

• Pain PFS

• PSMA PET

• PSA PFS

• HRQoL

N=27

N=260

N=130

SCREENING

6 weeks

TREATMENT

32 weeks

LONG TERM FOLLOW-UP
5 years, death, or loss to follow up

6.8 GBq Q8w x 4

6.8 GBq Q8w x 4

Designed to evaluate 177Lu-PNT2002* earlier in the treatment pathway and using fewer and lower doses, as 
compared to other currently approved radioligand therapies for prostate cancer
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1. De Bono et al. N Engl J Med 2020; 382:2091-2102 and Powles T, et al. Nature Med 2022; 28:144-153
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PNT2002 next step: Top line data anticipated mid-2023

PSA50 Response of 42%

Prostate-specific antigen 50 
response (42%) superior to control 

arm historical benchmarks1

Median rPFS of 11.5 
months

Median radiographic progression 
free survival exceeds control arm 
historical benchmarks1 & SPLASH 

success criteria assumptions

Median OS not yet 
reached at 11.7 mo

Median overall survival has 
not been reached based on a 
11.7-month median duration of 

follow-up

Biodistribution & 
Dosimetry

Aligned with previously published 
literature demonstrating a

favorable dosimetry profile for 
combination potential 

Treatment Exposure

70% of patients completed all 4 
cycles with median (range) 6.89 
(6.2, 7.5) GBq dose per cycle

Safety

PNT2002 was well tolerated with 
no treatment-related deaths

Eligibility

84.8% of patients met 
PSMA-avidity criteria using either 

68Ga-PSMA-11 or 18F-DCFPyL

Radiographic objective 
response rate of 60% (n = 10)

Among participants with evaluable 
disease at baseline (target and/or 

non-target lesions), 
n = 10

27 patient lead-in cohort data has been in-line with previously published literature
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The SPLASH lead-in cohort* had a Median rPFS of 11.5 months 
Median overall survival has not been reached based on a 11.7-month median duration of follow-up 

1. de Bono J, et al. N Engl J Med 2020; 382:2091-102. 2. Powles T, et al. Nature 2022;28:144–53. *No head-to-head trials have been conducted; illustrative comparison.
*Radiographic progression-free survival (rPFS) follow-up calculated as time in months from date of enrollment to date of last available imaging (conventional) prior to the data cut-off for all enrolled participants.
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Median rPFS = 11.5 months
Median follow-up* = 9.2 months at data cut-off

Kaplan-Meier estimate of rPFS at 12 months is 44%

SPLASH control arm (ARPI switch) assumptions were based on two phase 3 mCRPC trials (PROfound1 and IMbassador2502)

ARPI switch has been reported to prolong rPFS by 3.51 – 4.22 months

*as of Sep 11, 2022 presented at ESMO



Next Generation Radioligands™Accelerating Precision MedicineTM

Programs:
Phase 3: 177Lu-PNT2003 SSTR Targeting 
Ligand for Neuroendocrine Cancer
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PNT2003 is a somatostatin receptor targeted treatment for Neuroendocrine cancer (NETs)

1. Oronsky B. et al. 2017,  2. Dasari A. et al. 2017. 3. US Patent # :11,439,714
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NETs are heterogeneous tumors that 

originate in neuroendocrine cells1.

• PNT2003 uses the SSTR-targeted DOTA-

TATE ligand, also utilized in the currently 

approved radiopharmaceutical product 

for the GEP-NETs indication.

• POINT has licensed both trial data as well 

as unique intellectual property from 

CanProbe which enables the formulation 

of DOTA-TATE while remaining fully 

outside of competitors’ patent space.

Lung NETs

Unknown 

Primary

Other 

• Medulla

• Paraganglia

• Adrenal medulla

• Ovary

Hindgut

• Left colon

• Rectum

Midgut

• Jejunum

• Ileum

• Right colon

• Appendiceal

Foregut

• Stomach

• Duodenum

Gastroenteropancreatic (GEP-NETs)

Non GEP-NETs



Next Generation Radioligands™

POINT has executed a collaboration agreement with Lantheus to commercialize PNT2003

40

PNT2003

Geography Exclusive worldwide rights excluding certain territories1

Upfront Payment $10M

U.S. Regulatory Milestone Up to $30M in the aggregate

Commercial Sales Milestones:
(One-time Calendar Year Net Sales)

$25M at $200M net sales
$100M at $500M net sales

$150M at $1,000M net sales

Royalties 15% net sales2 royalty

Sublicense Income Sharing POINT receives 40% of Sublicensing Income
(income not otherwise subject to royalty payments to POINT)

Product Cost PNT to supply Lantheus with commercial product at COGS + markup

Upon consummation of the agreement, POINT & Lantheus will form a joint steering committee to oversee 
completion of clinical trial through to commercial launch

1. POINT retains the following territories: China (inclusive of Taiwan, Hong Kong and Macau), Japan, South Korea, Indonesia and Singapore
2. Net Sales by Lantheus in Territory and Net Sales by Lantheus/Sublicensee in US
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PNT2003’s reduced radiation safety burden offers a significant opportunity for differentiation from 
the currently approved radiopharmaceutical product for the GEP-NETs indication

41

The 177Lu in PNT2003 does not contain long-lived radioactive impurities, resulting in simplified administration of the drug product.

Carrier-added 177Lu

Contains up to 0.01% metastable 177mLu, a radionuclide with a half-life 

of 5+ months, forcing clinics to create a costly specialized waste stream

required by the NRC1 for disposing waste with a physical half-life >120 days

Lu
71

Lutetium
(177m)

Contains no 177mLu; infrastructure requirements are minimal, 

same as for PNT2002

PNT2003: No-carrier-added 177Lu

Yb
176

Yb
177

Lu
71

Lutetium
(177)

Yb
70

Ytterbium
(176)

6.65d

160.4d

Lu
71

Lutetium
(177)

6.65d

Lu
71

Lutetium
(176)

Both 177mLu and 
177Lu incorporated 

in drug product

Only 177Lu in
drug product

neutron 
irradiation
(reactor) 

neutron 
irradiation 
(reactor) 

1. NRC Part 35.92 Decay-in-storage
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Neuroendocrine Tumors (NETs) is a large market opportunity; there are multiple potential 
regulatory pathways available to PNT2003 (DOTA-TATE)

1. Oronsky B. et al. 2017. Neoplasia  2. NETs – SEER 18  3. Dasari A. et al. 2017. JAMA 4. Man D. et al. 2018
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US NETs Epidemiology1,2,3,4

Locally advanced + metastatic

GEP

SSTR+

Diagnosed and Treatable

33,000 PATIENTS

23,000 PATIENTS

16,000 7,000

5,250

4,000

12,000

9,000ANDA
pathway

Non-GEP

NDA
pathway

Next step: Data report from trial sponsor



Next Generation Radioligands™Accelerating Precision MedicineTM

Programs:
Preclinical: CanSEEK™ FAP-α Activated 
Prodrug Technology Platform
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POINT is creating the future of radiopharmaceuticals with technologies like CanSEEK™, designed 
to improve the precision and safety of all radioligands

Images are renderings, created for explanatory purposes only. 
POINT’s CanSEEKTM technology is the subject of licenses from both Bach Biosciences and Avacta Life Sciences

44

Salivary Glands

Kidneys

With CanSEEK™

Minimal delivery to healthy tissue

Without CanSEEK™

On-target, off-tissue = healthy tissue damage
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Early 225Ac clinical data demonstrates the off-target delivery is limiting usage of next generation 
radioisotopes

45

1. Kratochwil, C, et al. J Nucl Med 2016 2. Zacherl, M, et al. J Nucl Med 2020 3. Ruigrok, E, et al. Pharmaceceutics 2019

3 cycles of 9-10 MBq 225Ac-PSMA-617 bimonthly

1 cycle of 6 MBq 225Ac-PSMA-6171

2 cycles of 225Ac-PSMA-I&T 

(13.4 MBq total)2

3
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The goal of the CanSEEK™prodrug technology platform is to improve precision, efficacy and 
safety of all radioligands

POINT’s CanSEEKTM technology is the subject of licenses from both Bach Biosciences and Avacta Life Sciences

1. Mhawech-Fauceglia P. et al. 2015. Canc. Microenv.
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CanSEEK™, currently in pre-clinical development, prevents a radioligand from binding to receptors until it has been activated by 

FAP-α in the tumor microenvironment (TME), potentially preventing off-target delivery, improving therapeutic index, and enabling 

usage of new isotopes.

…until it reaches FAP-α, which is present in 

>90% of epithelial tumor microenvironments1…

Radioligand

CanSEEK™ blocks a Radioligand’s 

ability to bind to receptors…

… then FAP-α cleaves CanSEEK™ away, allowing 

the radioligand to bind to the tumor’s receptors

CanSEEK™

FAP-α

FAP-α

CanSEEK™

Tumor Microenvironment
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CanSEEK™ is a radiopharmaceutical drug platform that enables re-evaluation of known ligands 
previously set aside due to off-target delivery concerns

47

• By extending the therapeutic index of ligands, CanSEEK™ could also enable the use of emerging medical isotopes like Actinium-

225, which have heightened toxicity concerns due to the type and volume of their energy emissions. 

Next step: Ongoing pre-clinical studies
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Milestones Summary
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Anticipated Milestones & Financial Summary

49

Program Clinical Candidate Indication Timing (Est.) Milestone

Upcoming

177Lu-DOTA-TATE Neuroendocrine tumors (NETs) Late 2022 Data report from trial sponsor

225Ac-PNT2001 Prostate cancer Q2 2023 IND / CTA filing

177Lu-PNT2002 mCRPC Mid-2023 Top line data

225Ac-PNT2001 Prostate cancer EOY 2023 First patient in Phase 1

177Lu-PNT6555 Solid tumors expressing FAP H1 2024 Phase 1 data

Recently Completed

177Lu-PNT6555 Solid tumors expressing FAP Summer 2022 First patient in (Phase 1)

177Lu-PNT2002 mCRPC Q3 2022 Efficacy and safety data from 27 patient lead-in

225Ac-Not Disclosed Prostate cancer Q4 2022 Public presentation of new pre-clinical studies at EANM

Balance Sheet $292M in cash, cash equivalents and investments, as of Sept 30, 2022

Projected Runway Pro-forma* cash runway into 2026

Capital Structure 105.6M Common Shares + 5.7M Options

* Assuming transaction with Lantheus Holdings closes in H1 2023

PNT2003

PNT2001

PNT2002

PNT2001

PNT2004

PNT2004

PNT2002

PNT2001
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NASDAQ: PNT

Accelerating Precision Medicine™

inv est or s@ p oint b iop h a r m a. c om

POINTBiopharma.com

mailto:investors@pointbiopharma.com
http://www.pointbiopharma.com/
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New radioisotopes are further enhancing radiopharmaceuticals’ capabilities

52

POINT leverages the unique properties of a variety of medical isotopes.

Isotope selection considerations include radiation type, energy emission, and half-life.

Emission Type Large alpha particles (He atoms) Very small particles (electrons) High energy electrons

Half-life 7.2 hours - 10 days 6.6 days 6.9 days

Energy 5-9 MeV 50-2,300 keV Up to 100 keV

Path Length 40-100 μm (2-10 cells) 0.3-12 mm (10-1,200 cells) 2-500 nm (1/20th of a cell)

Energy Transfer 80 keV/μm 0.2 keV/μm 4-26 keV/μm

Ac
Actinium

(225)

89

At
Astatine

(211)

85

Lu
Lutetium

(177)

71

Tb
Terbium

(161)

65

Alpha (α) Decay

Auger Electrons

Beta (β-) Decay
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Newer isotopes like 177Lu and 225Ac can be administered in more settings, expanding the 
accessibility of radiopharmaceutical therapies significantly 

1. Xofigo & Lutathera Patient Support Program Websites  2. How Many Theranostics Centers Will We Need in the 
United States JNM Vol. 63  No. 6  June 2022  3.  US RLT Patient Claims Data YTD 2022 (Jul 2022)

New technologies have enabled therapeutic radiopharmaceuticals to 

reach more patients

• Historically, therapeutic radiopharmaceutical administration required 

access to lead-lined rooms, as the isotopes used had dangerous 

emission profiles

There is a growing base of locations, including community practices, 

that are adopting this therapy

• As of 2021, there were over 1,400 outpatient locations in the US for 

radiopharmaceuticals1, with new dedicated theranostic centers also 

beginning to open2

61% 39%

Treatment Center Locations3

Urban Community

63% 37%

Treatment Center Types3

Hospital Other

US RLT Treatment* Distribution

*Defined as any clinic, hospital, cancer center etc. having treated ≥1 patient YTD 2022 with a US approved RLT product 
(Pluvicto, Lutathera and/or Xofigo)

63%

37%

Urban Community

57%
43%

Urban Community

Treating HCP Location3 Patient Treatment Location3
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POINT has laid the groundwork to create a stable, North American supply of no-carrier-added 177Lu

54

Ytterbium (Yb), a 
rare earth metal, is 
mined around the 
world in countries 
like the United 
States, China, 
Brazil, India, Sri 
Lanka, and Australia

To initiate production 
of 177Lu, 176Yb is sent 
to a reactor in 
POINT’s reactor 
network to be 
irradiated. 176Yb 
captures a neutron, 
generating 177Lu

The irradiated 176Yb 
is returned to 
POINT’s facility. 
177Lu is separated 
from the 176Yb using 
technology 
licensed from SCK-
CEN

Kinectrics extracts the 
stable isotope 176Yb 
from raw Yb using a 
calutron, a type of 
mass spectrometer. 
The 176Yb is shipped to 
POINT’s facility in 
Indianapolis
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POINT’s internal 177Lu isotope supply will create multiple advantages: improved supply chain 
resiliency, as well as less isotope loss due to decay during transport lowering cost of goods sold 

* Expected to commence in 2023

55

Externally-Purchased 177Lu: 
~130 hours from reactor to 
usage in drug production

177Lu 
Purification

Reactor

12

3
4

177Lu 
Shipment

176Yb176Yb

177Lu Purification

& Drug Production

POINT-Produced 177Lu*: 
~70 hours from reactor to 
usage in drug production

For explanatory purposes only, not intended to represent specific locations or distances 

Reactor
1

2

3
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POINT’s centralized production facility enables distribution direct to site via courier or through 
radiopharmaciesto all of North America, Europe, as well as many additional international locations

56

Day 0 to 2 Day 2 to 3 Day 3 to 4

Logistics, Packaging 
& Distribution

Ground/Air Couriers &
Radiopharmacy Services

Administration at 
Infusion Center or Hospital
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PNT2002 targets prostate specific membrane antigen (PSMA), a clinically-validated therapeutic 
target ideal for prostate cancer therapy

1. Hupe MC. et al. 2018. Front. Onc. 2. Pangalos MN. et al. 1999. J. Biol. Chem. 3. Davis M. et al. 2005. PNAS  4. Murphy GP. et al. 2000. Prostate. 5. Liu C. et al. Cancer Med. 6. Ghosh A. et al. 2004. J. Cell. Biochem.  7. 

Beauregard et al. SNMMI Mid-Winter Meeting Feb 2022  8. US Patent 11,129,912  Sep 28 2021
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• PSMA is over-expressed in the vast majority of prostate cancers (>85%)1, but very limited 

on normal tissues2.  It is a 750-residue type II transmembrane glycoprotein with glutamate 

carboxypeptidase activity3

o Expression increases with prostate cancer disease progression and metastasis4

o Expression is associated with poor prognosis in prostate cancer5

o Expression is also upregulated on solid tumor neovasculature6

• There are three FDA-approved PET-PSMA imaging agents (68Ga and 18F) for detection of 

PSMA positive lessions in men with prostate cancer

• PNT2002 uses the PSMA-I&T ligand, which has been administered to >600 patients7 at a 

range of 2.5-9.2 GBq based on published reports.

• POINT’s innovation solved the stability issue of the I&T ligand, which was then protected with unique IP8 around radioactive API 

and formulation to drive stability of the molecule out to 5 days.
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PNT2002 SPLASH trial randomization is ongoing in US, Canada, and EU
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Initiate EU 
Expansion

Q4 2021

Start of
US Randomization

December 2021

Present Dosimetry
Data at SNMMI

February 2022

NDA Planning
and Continued FDA 

Engagements
Q2 2022 – Q3 2023

Top Line Data Anticipated Mid-2023

As well as:

✓

✓

✓
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PNT2002 SPLASH trial key eligibility criteria

For full eligibility criteria, please visit: www.clinicaltrials.gov/ct2/show/NCT04647526; ARPI, androgen receptor pathway inhibitor; CNS, central nervous system; CRPC, castrate-resistant prostate cancer; CSPC, 
castration-sensitive prostate cancer; ECOG, European Cooperative Oncology Group; mCRPC, metastatic castrate-resistance prostate cancer; PET, positron emission tomography; PSMA, prostate-specific membrane 
antigen. PCWG3, Prostate Cancer Working Group 3
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Key Inclusion Criteria

● Male age ≥ 18 years

● Progressive mCRPC based on at least one of the 
following per PCWG3:  

− Serum/plasma PSA progression 

− Soft-tissue progression 

− Bone progression

● Prior treatment with only one ARPI 
(abiraterone, enzalutamide, darolutamide, 
apalutamide) in either the HSPC or CRPC setting

● ECOG Performance Status: 0–1

● PSMA expression based on quantitative 
assessment from PSMA PET (18F-DCFPyL or 68Ga-
PSMA11)

Key Exclusion Criteria

● Any prior cytotoxic chemotherapy for 
CRPC (e.g. cabazitaxel or docetaxel); 
chemotherapy for hormone-sensitive 
prostate cancer (HSPC) is allowed (last 
dose >1 year prior to consent)

● Liver metastases >1 cm

● Superscan on bone scan

● CNS metastases

● Contraindications to the use of planned 
ARPI therapy

http://www.clinicaltrials.gov/ct2/show/NCT04647526


Next Generation Radioligands™

PNT2002 SPLASH trial lead-in cohort baseline characteristics

1. Kantoff PW, et al. N Engl J Med. 2010;363(5):411-422. 2. de Wit R, et al. N Engl J Med. 2019;381(26):2506-2518. 3. Parker C, et al. N Engl J Med. 2013;369(3):213-223. 4. Sartor O, et al. N Engl J Med. 
2021;385(12):1091-1103. 5. de Bono J, et al. N Engl J Med. 2020;382(22):2091-2102. 6. Hofman MS, et al. Lancet. 2021;397(10276):797-804. 
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Demographics and baseline characteristics Safety Population (n=27)

Age at informed consent (years) Mean (SD) 71.4 (8.53)

Median (range) 72.0 (57–86)

Age group, n (%) < 65 years 7 (25.9)

≥ 65 years 20 (74.1)

Race, n (%) Black or African American 4 (14.8)

White 23 (85.2)

PSA at baseline, ng/mL Median (range) 
Interquartile range, (Q1, Q3)

22 (0.3–701.0)
(6.7, 52.6)

ECOG performance status, n (%) 0 16 (59.3)

1 11 (40.7)

Prior taxane treatment for HSPC, n (%) Yes 6 (22.2)

No 21 (77.8)

Prior bisphosphonate treatment, n (%) Yes 14 (51.9)

No 13 (48.1)

Receiving opioids for cancer-related pain, n (%) No 27 (100.0)

Progressed on prior ARPI therapy, n (%) Yes
- Enzalutamide
- Abiraterone
- Apalutamide
- Darolutamide

27 (100.0)
12 (44.4)
12 (44.4)
2 (7.4)
1 (3.7)

Metastatic status on prior ARPI therapy, n (%) M0 11 (40.7)

M1 16 (59.3)
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Cumulative Administered Activity SPLASH Trial Lead-In1 (N=27) 

Median Dose 6.8 GBq / 4 cycles

Total Kidneys 19.9 Gy

Total Red Marrow 0.91 Gy

Total Lacrimal Gland 33.7 Gy

Total Salivary Gland 9.15 Gy

PNT2002 (PSMA-I&T) 

Baum2

Median Dose 5.8 (3.6-8.7) GBq / 2 (1-5) cycles

Safety 0% AEs led to death or discontinuation

Patients with >50% PSA decline 59%

Median Radiographic Progression-Free Survival 13.7 months (N=56)

Median Overall Survival Not reached at 28 months (N=56)

Dosimetry data from the PNT2002 SPLASH trial lead-in cohort met pre-defined criteria

• Radiation dosimetry of PNT2002 was calculated in 

27 patients with mCRPC based on biodistribution 

data post injection of their first cycle of PNT2002.

• Organs receiving the largest absorbed doses were 

the lacrimal glands at 1.2 Gy/GBq, followed by the 

kidneys at 0.73 Gy/GBq.

• For a cumulative administered activity of 27.2 GBq

(4 cycles of 6.8 GBq), the kidneys would receive a 

cumulative absorbed dose of 19.9 Gy and the red 

marrow 0.91 Gy.

1. Beauregard et al. SNMMI Mid-Winter Meeting Feb 2022  2. Baum et al. J Nucl Med 2016;57:1006-1013 



Next Generation Radioligands™

42.3% of patients in PNT2002 SPLASH lead-in cohort achieved ≥50% PSA decline*

1. Sartor O, et al. N Engl J Med. 2021;385(12):1091-1103.  2. Hofman MS, et al. Lancet. 2021;397(10276):797-804. 
*One participant is excluded due to absence of post-baseline PSA data; this participant received 1 cycle. PSA, prostate-specific antigen 
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Best PSA Percent Change from Baseline

-100

-80

-60

-40

-20

0

20

40

60

80

100

1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26

C
h

a
n

g
e

 f
ro

m
 b

a
s

e
li

n
e

 (
%

)

Participant

50% PSA decline, n=11 (42.3%) 

1 cycle
2 cycles
3 cycles
4 cycles; <50% PSA decline 
4 cycles; 50% PSA decline

Number of treatment cycles

Participants had low PSA at baseline, relative to other trials in mCRPC1,2, as SPLASH is designed to evaluate
PNT2002 earlier in the treatment pathway
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PNT2002: A best radiographic objective response (CR, PR) was achieved in 60% of the 10 
participants with evaluable disease at baseline in the lead-in cohort
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Radiographic objective response rate
Best Objective Responses, n (%)

(n=10*)

Complete response (CR) 2 (20%)

Partial response (PR) 4 (40%)

Stable disease 3 (30%)

Progressive disease 1 (10%)

*Participants with evaluable disease at baseline (target and/or non-target lesions). 
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PNT2002: Case study from the SPLASH lead-in cohort: radiological complete response participant

*This example is provided for illustrative purposes only, is from a single participant, and is not meant to be representative of the outcomes for any other participant.
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Retroperitoneal lymph node target lesion (indicated by arrows) with a short axis measurement of 2.1 cm at 
baseline, and the complete response of the lesion imaged at month 11.

Baseline, PSA 30.6 ng/mL Month 11, PSA <0.03 ng/mL
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PNT2002: Treatment-related adverse events occurring in >10% of participants in the lead-in 
cohort were limited to dry mouth, fatigue, nausea, and anaemia

*Includes fatigue and asthenia. †Acute kidney injury leading to hospitalization resolved the following day; this event was attributed to several factors including dehydration as definitely related and 177Lu-PNT2002 deemed 
possibly related.
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Incidence of treatment-related adverse events by preferred term and maximum grade

Grade 1 Grade 2 Grade 3 Grade 4/5

# of pts % # of pts % # of pts % # of pts %

Treatment-related AEs that occurred in >10%

Dry mouth 7 25.9 0 0.0 0 0.0 0 0.0

Fatigue* 3 11.1 3 11.1 0 0.0 0 0.0

Nausea 3 11.1 2 7.4 0 0.0 0 0.0

Anaemia 1 3.7 1 3.7 2 7.4 0 0.0

Additional treatment-related AEs of interest

Thrombocytopenia 1 3.7 0 0.0 1 3.7 0 0.0

Neutropenia 0 0.0 1 3.7 1 3.7 0 0.0

Lymphopenia 0 0.0 0 0.0 0 0.0 0 0.0

Leukopenia 0 0.0 0 0.0 0 0.0 0 0.0

Acute kidney injury 0 0.0 0 0.0 1† 3.7 0 0.0

Vomiting 0 0.0 0 0.0 0 0.0 0 0.0

Laboratory abnormalities

Lymphocyte count decreased 1 3.7 0 0.0 0 0.0 0 0.0

Neutrophil count decreased 0 0.0 1 3.7 0 0.0 0 0.0

Red blood cell count decreased 1 3.7 0 0.0 0 0.0 0 0.0

Blood creatinine increased 0 0.0 0 0.0 0 0.0 0 0.0

Cumulative

7 (25.9%)
6 (22.2%) 
5 (18.5%) 
4 (14.8%)
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PNT2002 was well tolerated with no treatment-related deaths and few treatment-related AEs of 
grade 3 or higher in the lead-in cohort

*Includes all treatment-emergent adverse events, regardless of relation to treatment. **Includes events assessed by the investigator as definitely, probably, or possibly related to treatment. †Reflects intended action at 
time of AE. ‡Reasons for dose delay include worsening neutropenia (n=1), COVID-19 infection (n=1), and fever, confusion, anemia and vitamin B deficiency (n=1) . §Fatal event of disseminated intravascular coagulation 
due to underlying malignancy, deemed unrelated to treatment by the investigator. CTCAE, common terminology criteria for adverse events; SAE, serious adverse event.0
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Overall incidence of treatment-emergent adverse 
events (TEAEs), all grades

Any* Treatment-related**

# of pts % # of pts %

TEAEs 25 92.6 14 51.9

TEAEs of CTCAE Grade 3 or higher 8 29.6 3 11.1

SAEs 6 22.2 1 3.7

TEAEs leading to discontinuation of 177Lu-PNT2002† 1 3.7 0 0.0

TEAEs leading to dose delay of 177Lu-PNT2002‡ 3 11.1 1 3.7

TEAEs leading to death§ 1 3.7 0 0.0

Grade ≥3 treatment-emergent adverse events occurred in 8 (29.6%) participants, of which anaemia (4, 14.8%) and haematuria
(3, 11.1%) occurred in >10%. All events of haematuria in the SPLASH lead-in cohort were deemed unrelated to study drug by the 
Principal Investigators. 
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PNT2003 targets somatostatin receptors (SSTRs), a validated target for NETs therapy

1. Caplin ME. et al. 2014. NEJM 2. Rinke et al. 2009. JCO.  3. Patel YC. et al. 1997. Endocrin. Metabo. 4. Yang SK. et al. 2007. Clin. Exp. Pharm. Phys. 5. Papotti M. et al. 2002. Virch. Arch. 
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SSTRs are ideal targets for NET therapy: 

• Somatostatin analogs (SSAs) have been developed with anti-secretory

and anti-proliferative effects for NET therapy1,2

• Randomized clinical trials with somatostatin analogs have 

demonstrated efficacy1

SSTRs are a family of G-protein coupled receptors, with 5 receptor subtypes 

identified3:

• The receptors display a high degree of structural conservation across 

subtypes4

• SSTRs are highly expressed on NETs5

• SSTR2 is generally the most highly expressed receptor in NET5

SSTR
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1. POINT Biopharma Estimates
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PNT2004: The first five indications investigated in the FRONTIER trial have a total addressable 
market of ~120,000 1L + 2L patients1 in the US + EU5 by 2030

Colorectal Cancer Melanoma Pancreatic Cancer Esophageal Cancer Soft Tissue Sarcoma

US + EU5 2030 
Annual Incidence

314,000 271,000 140,000 41,000 29,000

2,388

7,351

12,931

26,604

39,641

3,748

11,007

17,079

42,596

65,345

0 10,000 20,000 30,000 40,000 50,000 60,000 70,000

Soft Tissue Sarcoma

Esophageal Cancer

Melanoma

Pancreatic Cancer

Colorectal Cancer

1L FAP Eligible Patients 2L FAP Eligible Patients


