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Disclaimer

IMPORTANT:  You must read the following before continuing.  The following applies to this document, the oral presentation of the information in this document by PledPharma AB 

(the “Company”) or any person on behalf of the Company, and any question-and-answer session that follows the oral presentation (collectively, the “Information”).  In accessing the 

Information, you agree to be bound by the following terms and conditions.

The Information is confidential and may not be reproduced, redistributed, published or passed on to any other person, directly or indirectly, in whole or in part, for any purpose.  This 

document may not be removed from the premises.  If this document has been received in error it must be returned immediately to the Company. 

The Information is not intended for potential investors and does not constitute or form part of, and should not be construed as an offer or the solicitation of an offer to subscribe for or 

purchase securities of the Company, and nothing contained therein shall form the basis of or be relied on in connection with any contractor commitment whatsoever. This document 

and its contents may not be viewed by persons within the United States or “U.S. Persons” (as defined in Regulation S under the Securities Act of 1933,asamended (the “Securities 

Act”) unless they are qualified institutional buyers “QIBs” as defined in Rule 144A under the Securities Act. By accessing the Information, you represent that you are (i): a non-U.S. 

person that is outside the United States or (ii) a QIB. This document and its contents may not be viewed by persons within the United Kingdom unless they are persons with 

professional experience in matters relating to investments falling within Article 19(5) of the Financial Services and Markets Act 2000 (Financial Promotion) Order 2005 as amended 

(the “Order”), or high net worth entities falling within Article 49(2)(a) to (d) of the Order (each a “Relevant Person”). By accessing the Information, you represent that you are: (i) 

outside the United Kingdom or (ii) a Relevant Person.

The Information has been prepared by the Company, and no other party accepts any responsibility whatsoever, or makes any representation or warranty, express or implied, for the 

contents of the Information, including its accuracy, completeness or verification or for any other statement made or purported to be made in connection with the  Company and 

nothing in this document or at this presentation shall be relied upon as a promise or representation in this respect, whether as to the past or the future.  

The Information contains forward-looking statements. All statements other than statements of historical fact included in the Information are forward-looking statements. Forward-

looking statements give the Company’s current expectations and projections relating to its financial condition, results of operations, plans, objectives, future performance and 

business. These statements may include, without limitation, any statements preceded by, followed by or including words such as “target,” “believe,” “expect,” “aim,” “intend,” “may,” 

“anticipate,” “estimate,” “plan,” “project,” “will,” “can have,” “likely,” “should,” “would,” “could” and other words and terms of similar meaning or the negative thereof. Such forward-

looking statements involve known and unknown risks, uncertainties and other important factors beyond the Company’s control that could cause the Company’s actual results, 

performance or achievements to be materially different from the expected results, performance or achievements expressed or implied by such forward-looking statements. Such 

forward-looking statements are based on numerous assumptions regarding the Company’s present and future business strategies and the environment in which it will operate in the 

future. 

No representation, warranty or undertaking, express or implied, is made as to, and no reliance should be placed on, the fairness, accuracy, completeness or correctness of the 

Information or the opinions contained therein. The Information has not been independently verified and will not be updated. The Information, including but not limited to forward-

looking statements, applies only as of the date of this document and is not intended to give any assurances as to future results. The Company expressly disclaims any obligation or 

undertaking to disseminate any updates or revisions to the Information, including any financial data or forward-looking statements, and will not publicly release any revisions it may 

make to the Information that may result from any change in the Company’s expectations, any change in events, conditions or circumstances on which these forward-looking 

statements are based, or other events or circumstances arising after the date of this document. Market data used in the Information not attributed to a specific source are estimates 

of the Company and have not been independently verified.
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Q1 and year to date in brief

• January 8, following interactions with the FDA and EMA finalised the development program for 

Aladote. The development program consists of one pivotal Phase II/III study which is expected 

to be sufficient for a marketing authorisation application in both US and EU

• January 23, announced that the US Food and Drug Administration (FDA) has issued a clinical 

hold in the US of the phase III POLAR program for the lead candidate PledOx®. Recruitment 

and dosing of patients in the POLAR-M study is halted in the US. The POLAR program and 

both studies will continue as planned in Europe and Asia.

• March 1, announced the decision to place dosing of patients in the pivotal clinical phase III 

POLAR program for the lead candidate PledOx® on hold. The decision follows interactions 

with the French regulatory authority, ANSM, and the previously communicated clinical hold 

issued by the FDA.

• Apr 6, announced that the company has decided to close its pivotal phase III program POLAR 

with lead candidate PledOx®, with a data cut-off targeted for the third quarter. The totality of 

data generated will enable a thorough efficacy and safety evaluation and an assessment of the 

benefit/risk of PledOx.

• Apr 23, Interim report for the first quarter published
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POLAR program update

• The POLAR program for PledOx consists of two double-blind, randomized, placebo-controlled 

pivotal phase III studies, POLAR-A and POLAR-M. 

• Initiated in the end of 2018 with the ambition to randomize a total of 700 pts

• Decision to close POLAR program 

• Recommendation from the independent Drug Safety Monitoring Board (DSMB) to stop 

the program due to severe allergic reactions – which has been observed in the studies 

after repeated dosing with study drug

• Patients currently enrolled will continue with their scheduled study procedures targeting a data 

cut-off by third quarter this year.

• The totality of data generated will enable a thorough efficacy and safety evaluation and an 

assessment of the benefit/risk of PledOx to evaluate if further activities to find a path forward 

for PledOx to treat nerve damage associated with chemotherapy is motivated.
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Allergic-hypersensitivity reactions

• The safety of patients in our clinical studies is our most important responsibility

• Allergic-hypersensitivity reactions are not uncommon in relation to platinum-based 

chemotherapy, but the DSMB recommendation to stop the POLAR studies implies that such 

risk is increased with PledOx

• About the observed events:

1. No reason to believe that patients previously treated with study drug is currently at risk

2. All of these severe events were transient and resolved after treatment

3. All events occurred during the administration of oxaliplatin or study drug.

4. All events occurred after repeated dosing of study drug. There has been no severe 

event observed before the 6th cycle of dosing. 

• Work ongoing together with external immunology experts to better understand why these 

allergic-hypersensitivity reactions occur
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POLAR program: Current status & next steps

• The totality of data generated in the POLAR program will enable a thorough efficacy 

and safety evaluation and an assessment of the benefit/risk of PledOx

• A total of 590 patients out of the planned 700 patients have been randomized

• Majority of patients are expected to have a sufficient treatment effect of PledOx

despite the stop of dosing 

• 420 patients have completed more than 6 cycles of treatment with study 

drug and about 250 more than 9 cycles

• Data cut-off by third quarter selected so all patients eligible for 6 cycles of 

treatment with study drug have completed the 9-month data collection of the 

primary endpoint

• Data will be collected remotely according to regulatory guidelines during the 

challenging COVID-19 pandemic
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Aladote and Financial situation 

• The focus on Aladote with the forthcoming regulatory interactions and its one pivotal 

Phase II/III study for marketing authorisation application in both US and EU remains

• Aladote for reducing liver damage caused by paracetamol poisoning is not affected 

by the DSMB recommendation and the early closure of the PledOx POLAR program

• Single administration

• There has been no severe event observed before the 6th cycle of dosing in the 

POLAR program. 

• We have a robust cash position with 221 MSEK at end of Q1 2020



12 |

Summary 

• POLAR program to be closed with a data cut-off targeted for the third quarter this 

year

• Generation of data will enable a thorough efficacy and safety evaluation and an 

assessment of the benefit/risk of PledOx to determine the future for PledOx

• Aladote, administered as single dose after which severe allergic reactions have not 

been observed, is not affected by the DSMB recommendation and the early closure 

of the POLAR program. The focus on Aladote and the forthcoming regulatory 

interactions and clinical study remains

• We have a robust cash position with with 221 MSEK at end of Q1 2020
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