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Disclaimer

The contents of this presentation and the information which you are given at the time of the presentation have not been approved by an authorised person within the meaning of the Financial Services and Markets Act 2000 (the “Act”). Reliance on this presentation for the purpose of engaging in investment activity 
may expose an individual to a significant risk of losing all of the property or other assets invested. This presentation does not constitute or form part of any offer for sale or subscription or solicitation of any offer to buy or subscribe for any securities in Poolbeg Pharma plc (the “Company”) nor shall it form the basis of 
or be relied on in connection with any contract or commitment whatsoever. No reliance may be placed for any purpose whatsoever on the information contained in this presentation and/or opinions therein. This presentation is exempt from the general restriction (in section 21 of the Act) on the communication of 
invitations or inducements to engage in investment activity on the grounds that it is made to: (a) persons who have professional experience in matters relating to investments who fall within Article 19(5) of the Financial Services and Markets Act 2000 (Financial Promotion) Order 2005 (the “Order”); or (b) high net 
worth entities and other persons to whom it may otherwise lawfully be communicated, falling within Article 49(2)(a) to (d) of the Order (all such persons together being referred to as “relevant persons”). Any person (whether a relevant person or otherwise) is recommended to seek their own independent financial 
advice from a person authorised for the purposes of the Act before engaging in any investment activity involving the Company’s securities. Any recipient who is not a relevant person should return this presentation to the Company’s registered office and should not act upon it. By accepting this presentation and not 
immediately returning it, each recipient warrants, represents, acknowledges and agrees that it is a relevant person.

This presentation does not constitute or form part of any offer or invitation or inducement to sell, issue, purchase or subscribe for (or any solicitation of any offer to purchase or subscribe for) the Company’s securities in the UK, US or any other jurisdiction and its distribution does not form the basis of, and should not 
be relied on in connection with, any contract or investment decision in relation thereto nor does it constitute a recommendation regarding the Company’s securities by the Company or its advisers and agents. Nothing in the presentation shall form the basis of any contract or commitment whatsoever. The 
distribution of this presentation outside the UK may be restricted by law and therefore persons outside the UK into whose possession this presentation comes should inform themselves about and observe any such restrictions as to the distribution of this presentation. The Company has not registered, and does not 
intend to register, any securities under the US Securities Act of 1933, as amended or to conduct a public offering of any securities in the US. The securities of the Company have not been approved or disapproved by the U.S. Securities and Exchange Commission or by any U.S. state regulatory authority, nor have any of 
the foregoing passed on the accuracy or adequacy of this presentation. Any representation to the contrary is a criminal offence.

This presentation contains "forward-looking" statements, beliefs, estimates, forecasts and opinions, including statements with respect to the business, financial condition, results of operations and plans of the Company and its group (“Group”), which constitute “forward-looking statements” within the meaning of the 
U.S. Private Securities Litigation Reform Act of 1995. These forward-looking statements involve known and unknown risks and uncertainties, many of which are beyond the Company’s control and all of which are based on the current beliefs and expectations of the directors about future events. Recipients should note 
that past performance is not necessarily an indication of future performance and no assurance can be given that they will be attained. Forward-looking statements are sometimes identified by the use of forward-looking terminology such as "believes", "expects", "budgets", "schedules", "forecasts", "may", "might", 
"will", "will be taken", "occur", "be achieved", "would", "may", "will", "could", "should", "shall", "risk", "intends", "estimates", "aims", "plans", "predicts", "continues", "assumes", "positioned" or "anticipates" or the negative thereof, other variations thereon or comparable terminology or by discussions of strategy, 
plans, objectives, goals, future events or intentions. These forward-looking statements may and often do differ materially from actual results. 

The significant risks related to the Company’s business which could cause the Company’s actual results and developments to differ materially from those forward-looking statements appear in a number of places throughout this presentation and include statements regarding the intentions, beliefs or current 
expectations of the directors of the Company with respect to future events and are subject to risks relating to future events and other risks, uncertainties and assumptions relating to the Group's business, concerning, amongst other things, the results of operations, financial condition, prospects, growth and strategies 
of the Group and the industry in which it operates. No one will publicly update or revise any forward-looking statements or any other information contained herein, either as a result of new information, future events or otherwise.

In considering the performance information contained herein, recipients should bear in mind that past performance is not necessarily indicative of future results, and there can be no assurance unrealised return projections will be met. Certain of the past performance information presented herein may not be 
representative of all transactions of a given type. Actual events could differ materially from those projected herein and depend on a number of factors, including the success of the Group’s development strategies, the successful and timely completion of clinical studies, securing satisfactory licensing agreements for 
products, the ability of the Group to obtain additional financing for its operations and the market conditions affecting the availability and terms of such finances. The forward-looking statements included in this presentation are expressly qualified by the cautionary statements herein.

The Company reports under International Financial Reporting Standards as issued by the International Accounting Standards Board. Where foreign currency equivalents have been provided for convenience in this presentation, the exchange rates applied are those used in the relevant financial statements from which 
the figures have been extracted. This presentation is confidential and is being supplied to each recipient of it solely for its information. While this presentation has been prepared in good faith, no representation, warranty, assurance or undertaking (express or implied) is or will be made, and no responsibility or 
liability is or will be accepted by the Company or by its officers, employees or agents in relation to the adequacy, accuracy, completeness or reasonableness of this presentation, or of any other information (whether written or oral), notice or document supplied or otherwise made available to any recipient. This 
presentation has been prepared to assist a recipient in making its own evaluations and does not purport to be all-inclusive or contain all of the information a recipient may desire.

Forward Looking Statements 

This presentation may contain forward-looking statements containing the words "expect", "anticipate", "intends", "plan", "estimate", "aim", "forecast", "project" and similar expressions (or their negative) identify certain of these forward-looking statements. The forward-looking statements in this communication are 
based on numerous assumptions and Poolbeg’s present and future business strategies and the environment in which Poolbeg expects to operate in the future. Forward-looking statements involve inherent known and unknown risks, uncertainties and contingencies because they relate to events and depend on 
circumstances that may or may not occur in the future and may cause the actual results, performance or achievements to be materially different from those expressed or implied by such forward-looking statements, and actual results could differ materially from those currently anticipated due to a number of risks 
and uncertainties. These statements are not guarantees of future performance, cash reach or prospects for market share grow etc. Many of these risks and uncertainties relate to factors that are beyond each of Poolbeg’s ability to control or estimate precisely, such as future market conditions, currency fluctuations, 
the behaviour of other market participants, the outcome of clinical trials, the actions of regulators and other factors such as Poolbeg’s ability to obtain financing, changes in the political, social and regulatory framework in which Poolbeg operates or in economic, technological or consumer trends or conditions. The 
delivery of this presentation shall not give rise to any implication that there have been no changes to the information and opinions contained in this presentation since the time specified. Subject to obligations under the London AIM Market (“AIM”) and Securities and Exchange Commission (“SEC”) (as applicable and 
as amended from time to time), none of the Company, the Group, their affiliates and advisers and their respective directors, officers, partners, representatives, employees and agents, undertakes to publicly update or revise any such information or opinions, including without limitation, any forward-looking statement 
or any other statements contained in this presentation, whether as a result of new information, future events or otherwise. In giving this presentation none of the Company, the Group, their affiliates and advisers and their respective directors, officers, partners, representatives, employees and agents, undertakes any 
obligation to provide the recipient with access to any additional information or to update any additional information or to correct any inaccuracies in any such information which may become apparent. 

Certain industry and market data contained in this presentation has been obtained from third party sources. Third party industry publications, studies and surveys generally state that the data contained therein have been obtained from sources believed to be reliable, but that there is no guarantee of the accuracy or 
completeness of such data. While the Company believes that each of these publications, studies or surveys has been prepared by a reputable source, the Company has not independently verified the data contained therein. In addition, certain of the industry, scientific and market data contained in this presentation 
comes from the Company’s own internal case studies, research and estimates based on the knowledge and experience of the Company’s management in the market in which it operates. While the Company believes that such research, estimates and results from its case studies are reasonable and reliable, they, and 
their underlying methodology and assumptions, have not been verified by any independent source for accuracy or completeness unless otherwise stated and are subject to change without notice. Risks and uncertainties affecting the Company are outlined further in the Company AIM filings.
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Focused on Partnering to Minimise Cost & Accelerate Development Pipeline

Investment Highlights
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Multiple Near-Term Value Inflection Points 

AIM: POLB 

Diversified Pipeline Programmes with Multiple Shots on Goal

High Value Programmes Targeting Critical Unmet Medical Needs

Highly Experienced Team with Proven Track Record



Product Modality Indication Preclinical Phase 1 Phase 2 Phase 3 Upcoming Expected     
Clinical Milestones

POLB 001 p38 MAPK 
inhibitor

Cancer 
Immunotherapy-
induced CRS*

 Proposed Phase 2a 
anticipated to commence 
later this year

 Would enable Phase 2a 
topline data in 2026

Oral Encapsulated 
GLP-1

GLP-1R 
agonist

Obesity and 
diabetes

 POC trial expected to start in 
the coming months

 Topline POC data expected 
2026

AI Programmes Novel drug 
discovery

Influenza  Potential partnership

RSV  Potential partnership

High Value Pipeline Programmes
Multiple near-term value inflection points – positioned well for partnering
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Phase 2 ready

*Further life cycle opportunities, including severe influenza 

AI: Artificial Intelligence; CRS: Cytokine release Syndrome; GLP-1: Glucagon-like Receptor-1; MAPK: Mitogen Activated protein Kinase; POC: proof of concept 



Significant Market Opportunity in a Rapidly Growing Field
Cytokine Release Syndrome is a major issue and rate limiting in delivering cancer immunotherapies
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1. Grand View Research. CAR T-Cell Therapy Market Analysis 2023-2030. 2. Grand View Research. Bispecific Antibodies Market Size, Share & 
Trends Analysis Report. 3. Datamonitor Healthcare. Forecast: Diffuse Large B-Cell Lymphoma and Multiple Myeloma, 2023. 
CAR T: Chimeric antigen receptor T cell

Bispecific Antibodies & CAR T Therapies1,2,3

$30bn

$60bn

$90bn

$120bn

2022 2023 2024 2025 2026 2027 2028 2029 2030

c. US$120B Growth

Sa
le

s 

POLB 001 – potential first approved preventative therapy for cancer immunotherapy-induced CRS 

• Bispecific antibody and CAR T therapy market 
expected to grow exponentially

• No approved therapy for CRS prevention & few 
approved for CRS management

• The need for effective CRS management is 
being driven by rapid growth of CRS-inducing 
immunotherapies
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• A severe inflammatory response, which may be 
encountered as a side effect of some therapies 
and infections 

• Broad range of symptoms can rapidly progress to 
a severe life-threatening reaction

• Even lower grades of CRS can lead to extended 
hospital stays while patients are closely 
monitored

Hypoxia

RAPID PROGRESSION

Neurotoxicity

Coagulopathy Death

Fever Hypotension

Acute kidney injury Capillary leak

Respiratory failure

Clinical Manifestations of CRS

Heart Rate

Severe life-threatening side effect of cancer immunotherapies
What is Cytokine Release Syndrome?   

CRS, Cytokine Release Syndrome
Murthy H, Iqbal M, Chavez JC, Kharfan-Dabaja MA. Cytokine Release Syndrome: Current Perspectives. Immunotargets Ther. 2019. 29;8:43-52.



Cancer Immunotherapy-induced CRS is a High Unmet Need
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1. Average rate from Summary of Product Characteristics (SmPCs) for Yescarta, Tecartus, Abecma, Kymriah, Carvykti, Breyanzi, Elrexfio, Columvi, Epkinly, Tecvayli and Talvey; 2. Datamonitor Healthcare. Forecast: Diffuse Large B-Cell Lymphoma and Multiple Myeloma, 
2023; 3. Abramson JS et al. Blood Adv. 2021 Mar 23;5(6):1695-1705. *In this context, adequately is defined as both not completely preventing grade 2+ CRS and  potentially sufficient to support active clinical development towards a regulatory approval of a medicine. 
Grade 2 CRS is defined as described by Lee et al, Biol Blood Marrow Transplant . 2019 Apr;25(4):625-638. janssenscience.com & doi.org/10.1182/blood-2022-159381; 4. Independent research by Decisive Consulting Limited. https://teamdecisive.com/meet-the-team. 
CAR T: Chimeric Antigen receptor T cell; CRS: Cytokine release Syndrome

Effective preventative therapy represents a >US$10B market opportunity

No approved therapies for prevention 
Approved options for CRS management 

(tocilizumab – anti-IL-6 mAb) have not adequately* 
prevented Grade 2+ CRS in clinical trials 

>70%1 of patients experience CRS 
on certain bispecific antibody / CAR T 
therapies and are restricted to specialist 
cancer centres

Effective preventative therapy represents a 
>US$10B market opportunity4                    

May enable broader, safer delivery of cancer 
immunotherapies in outpatient setting

Cytokine Release Syndrome (CRS) 
A severe, potentially life-threatening side 
effect of cancer immunotherapies

https://teamdecisive.com/meet-the-team
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* There was no significant or meaningful difference between POLB 001 High dose group and no CRS control group at all timepoints. CRS clinical score is a 
symptomatic measurement of animal behaviour and appearance
CRS: Cytokine release Syndrome; MAPK: Mitogen Activated Protein Kinase; TNF: Tumour necrosis factor; IL-6: Interleukin-6

• Potent and selective p38 MAPK inhibitor

• Oral drug

• Excellent safety and tolerability profile

• Selectively targets excessive inflammation without 
immunosuppression

• Strong patent portfolio 

• Potential for Orphan Drug Designation

• Phase 2 ready 

• Effectively prevented CRS in humanised mouse 
model*

• Potent TNF-α and IL-6 inhibition shown in 
preclinical and clinical trials

• Potent reduction of a range of other inflammatory 
mediators

POLB 001 Overview Strong Preclinical & Clinical Data

Potential to Make Cancer Immunotherapies Safer & More 
Accessible



• Strategic expansion of POLB 001 into 
oncology as a CRS preventative therapy, 
a significantly larger market than severe 
influenza with significant interest from 
Big Pharma to supply drug

• Patent applications filed 

• LPS data generated & presented at the 
premier clinical conference in 
Haematology (ASH)

POLB 001 has Progressed Rapidly into Oncology
From concept to validated preclinical data in 12 months; Phase 2 ready in just 24 months
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• >US$10B market opportunity confirmed

• Independent KOLs endorse clinical 
potential 

• Preclinical CRS data generated & 
presented at ASH

2023 2024 Today

• Phase 2 ready – key value inflection point

• Proposed POLB 001 Phase 2 trial 
anticipated to commence later this year 
which would enable topline data in 2026 
to support partnering 

• Data from this study is highly anticipated 
from would-be partners

ASH: American Society Hematology Annual Meeting; CRS: Cytokine Release Syndrome; LPS: Lipopolysaccharide, an inflammatory stimulus



POLB 001 Prevented CRS in Humanised Mouse Model
Highly effective and superior to a TNF-α antibody in a gold standard model of CRS
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Study Day 10

Da
y 

10
 C

RS
 S

co
re

s

IL-6 TNF-α

CRS Scores CRS Biomarkers

Study Day Study Day

Study Design   

0 1 432 5 6 7 8 9 10

Humanization & tumour induction

BID POLB 001 dosing

Day

No CRS Control
CRS Control
POLB 001 Low
POLB 001 Medium
POLB 001 High
Anti-TNF Antibody

αC
D2

8

CRS induction Study outcomes

Study Groups
ASH ‘24

POLB 001 prevented CRS symptoms* POLB 001 decreased all key CRS biomarkers tested
The experimental model is a previously validated CD28 superagonist induced CRS model in humanized tumour bearing mice performed by The Jackson laboratory. A TNF antibody was included as a robust 
comparator as these have been found empirically to be the most potent preventors of CRS in mice despite limited utility in humans. *Statistically significant reduction of CRS scores compared to 
untreated controls. CRS scores had no significant difference to No CRS Control group. BID: twice daily; CRS: Cytokine Release Syndrome; TNF: Tumour necrosis factor; IL-6: Interleukin-6; IL-8: Interleukin-8



Anticipated POLB 001 Phase 2a Trial
Prevention of CRS in Relapsed Refractory Multiple Myeloma Patients Receiving BsAb
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… 1 2 3 4 5 6 7 … 14 …-4

Bs
Ab Step Up 

Dose 1

POLB 001

D
ay

Step Up 
Dose 2

First Tx 
Dose

Weekly 
dosing

Single Arm Open Label

Key Objectives/EndpointsTrial Design

• Incidence of Grade 2+ CRS 

• Incidence of CRS all grades

• Confirm safety and pharmacokinetics

• Exploratory biomarker analysis

Phase 2 trial anticipated to start later this year which would enable top-line data in 2026

BID: Twice Daily; BsAb: Bispecific antibody; IIT: Investigator Initiated Trial; R/R: Relapsed/ Refractory; SoC: Standard of Care; Tx: Treatment 



GLP-1 Programme 
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Oral encapsulated GLP-1R agonist targeting the obesity market



Significant Potential for Oral GLP-1 to Claim Market Share
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1. Global Data, Assessing the Economic Impact of Obesity and Overweight on Employers, Feb 2024. 2. The Economist, March 2023. 3. Stierman B, Afful J, Carroll MD, et al. National Health and Nutrition Examination Survey 
2017–March 2020 prepandemic data files development of files and prevalence estimates for selected health outcomes. Natl Health Stat Report. 2021;158. 4. PMID: 26921819 5. PMID: 35101924. 6. PMID: 29033597. 
API: Active Pharmaceutical Ingredient; GLP-1: Glucagon like-peptide-1

Economic impact
of obesity on US 
businesses & 
employees 20231

US$347B

GLP-1R agonist 
market projection 
by 20312

US population 
effected by Obesity3

AnaBio’s Encapsulation Centre of Excellence 
• 2,000m2 state of the art manufacturing facility
• FFSC2200, FDA accredited
• Commercialises fragile bioactives in food and 

beverage applications

Large Growing Market

US$150B 

42% 

Major shortcomings within currently approved treatment options

• Microencapsulated GLP-1 with targeted gut delivery with 
potential to improve convenience and bioavailability

• Potential to overcome oral delivery challenges of peptide-
based biologicals1

• Proof of concept trial to start within the coming months with 
topline data expected 2026, with the potential for partnering 
on positive data



Focused on Partnering to Minimise Cost & Accelerate Development Pipeline

Investment Highlights
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Multiple Near-Term Value Inflection Points 

AIM: POLB 

Diversified Pipeline Programmes with Multiple Shots on Goal

High Value Programmes Targeting Critical Unmet Medical Needs

Highly Experienced Team with Proven Track Record



Questions

Listed on the London Stock Exchange AIM ticker: POLB 



Listed on the London Stock Exchange AIM ticker: POLB 

Stay in touch

mailto:IR@poolbegpharma.com
http://www.poolbegpharma.com/
https://twitter.com/PoolbegPharma?ref_src=twsrc%5Egoogle%7Ctwcamp%5Eserp%7Ctwgr%5Eauthor
https://www.linkedin.com/company/poolbeg-pharma
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