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Mangold Insight follows up on the previous interview 
with Mikael Lindstam, CEO at Aptahem, from BIO-Europe 
in Milan. In this interview, Mikael explains in more detail 
about the potential of its drug candidate Apta-1, the coming 
phase 2 study, and the next steps.

See the previous interview here: https://youtu.be/AgdQzp85SC4

Following recent press release about Apta-1’s planned Phase 2 study 
and recent BIO-Europe partnering event, can you provide more in-
sight into the rationale behind the study design?
Absolutely, Apta-1 is a unique immunomodulatory and anti-thrombotic 
therapy with broad potential across acute inflammatory and coagula-
tion-related conditions. Our decision to structure the Phase 2 study as 
a basket trial that includes several different patient populations comes 
from extensive discussions with leading clinical experts and regulatory 
authorities. This design allows us to evaluate Apta-1’s efficacy and safe-
ty across multiple indications simultaneously, providing a comprehen-
sive understanding of its therapeutic potential.

How has engagement with potential pharmaceutical partners influ-
enced your clinical strategy?
These discussions have been invaluable, and interest has been reiterat-
ed during last week´s BIO-Europe partnering event in Milan. Large phar-
ma companies are particularly drawn to the versatility of Apta-1 and its 
broad range of potential applications. Their input has reinforced our fo-
cus on generating robust, actionable data through a well-structured trial 
design which we reported about last week. This collaborative feedback 
has helped us align and confirm our study design with expectations of 
the industry and regulatory agencies, enhancing Apta-1’s attractiveness 
for future partnerships and commercialization.

Could you expand on how the study will be structured beyond the 
planned basket study?
Certainly, it is essential to conduct a broad evaluation of Apta-1 across 
multiple indications. This initial open-label trial will help us identify dis-
ease areas where Apta-1 shows promise. Following these initial signal 
seeking studies, we plan to move forward with a double-blind, rand-
omized and placebo-controlled study. This two-tiered approach not only 
deepens our understanding of Apta-1’s potential across diverse condi-
tions but also ensures that subsequent studies are targeted, statistically 
robust, and capable of supporting future regulatory submissions as well 
as a timely potential market entry.
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The press release mentioned key therapeutic areas where Apta-1 
could be impactful. Could you provide additional details on the signif-
icance of these indications?
Certainly, we are targeting acute urogenital diseases, acute kidney injury, 
pulmonary diseases like ARDS, coagulation disorders, and acute inflam-
matory conditions—all areas with significant unmet medical needs. For 
instance, acute kidney injury (AKI) has limited treatment options and 
high morbidity; our preclinical data indicate that Apta-1 could stabilize 
kidney function by reducing inflammation and micro-thrombosis. Simi-
larly, ARDS remains an area with critical medical need, particularly con-
sidering the ongoing challenges highlighted during the COVID-19 pan-
demic. By modulating both immune and coagulation responses, Apta-1 
has the potential to improve patient outcomes across these conditions.

You also touched on the potential in rare and orphan indications. 
What opportunities do you see in this space?
The orphan drug market is expanding rapidly, driven by strong incen-
tives for developing treatments for rare diseases. Apta-1 holds prom-
ise in conditions like atypical hemolytic uremic syndrome (aHUS) and 
ANCA-Associated Vasculitis (AAV), where dysregulated coagulation and 
inflammation are key challenges. Achieving orphan drug designation in 
these areas would offer regulatory advantages such as market exclu-
sivity and accelerated approval pathways, helping us expedite patient 
access and achieve faster market introduction.

How does Apta-1’s mechanism of action align with its potential to 
prevent sepsis?
Although the study is not directly targeting sepsis, many of the condi-
tions we are investigating can progress to sepsis if not being managed 
effectively. By addressing early imbalances in inflammation and coagula-
tion, Apta-1 has the potential to reduce the risk of sepsis development. 
This preventative aspect is a crucial differentiator, as it underscores the 
drug’s ability not only to treat but also to avert the severe complications 
associated with these acute conditions.
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What are the next steps for Apta-1’s clinical development?
Our immediate focus is on finalizing the study protocol in collabora-
tion with our clinical experts, investigators, and regulatory authorities. 
As mentioned, we will start with an open-label basket trial to allow a 
broad evaluation of Apta-1 across multiple indications. This will be fol-
lowed by a controlled study with a placebo arm for the most promising 
indications, ensuring that we obtain high-quality comparative data. Con-
currently, we continue to engage with potential pharma partners and in-
vestors to secure the necessary resources for efficient study execution. 
The outcomes of these trials will be pivotal in shaping the subsequent 
phases of development and determining Apta-1’s commercial trajectory.

Finally, what excites you most about Apta-1’s future?
The potential impact on patient care is incredibly exciting. We are de-
veloping a drug that could fundamentally transform the treatment of 
acute inflammatory and coagulation-related conditions. With promising 
preclinical and early clinical data, Apta-1 is poised to become a first-in-
class therapy that not only meets significant unmet medical needs but 
also holds the promise of substantial market presence. This translates 
into improved outcomes for patients who currently have limited treat-
ment options.

Thank you for your time and insights. We look forward to following 
Apta-1’s progress.

Thank you, we are enthusiastic about what the future holds for Apta-1.
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Mangold Fondkommission AB (‘Mangold’ or ‘Mangold Insight’) offers financial solutions to companies and private individuals with potential, delivered in a 

personalised manner with a high level of service and availability. The company currently operates in two segments: i) Investment Banking and ii) Private Banking. 

Mangold comes under the supervision of Finansinspektionen (FI), Sweden’s financial supervisory authority, and conducts business with transferable securities, 

in accordance with the Securities Market Act (2007:528). Mangold is a member of NASDAQ Stockholm, Spotlight Stock Market and Nordic Growth Market, and 

a derivative member on NASDAQ Stockholm.

This publication has been compiled by Mangold Insight for information purposes and should not be viewed as advice. This analysis is a paid commissioned 

analysis, where Mangold has har carried out the analysis on behalf of “Aptahem” (hereinafter “The Company”) and have recieved compensation for it from The 

Company. The content has been based on information from publicly available sources that has been deemed reliable. However, even if all reasonable care has 

been taken to ensure that the information is true and not misleading, Mangold cannot guarantee the accuracy or completeness of the information. The forward-

looking information in the analysis is based on analysts’ subjective assessments of the future, which may change after publication. Mangold cannot guarantee 

that forecasts and forward-looking statements will materialize. Investors shall take all investment decisions independently. This analysis is intended to be one of 

several sources that can be used to make an investment decision. All investors are therefore encouraged to supplement this information with additional relevant 

information and to consult a financial adviser before making an investment decision. 

Mangold disclaims any liability for direct or indirect damage that may be based on this publication. Investments in financial instruments are subject to economic 

risk. This analysis is not intended to constitute advice and does not take into account the specific investment objectives, the financial situation or the specific 

needs of any specific person who is a party to this report. Investors should seek financial advice on the appropriateness of investing in any securities or investment 

strategies discussed or recommended in this report and should understand that statements about prospects may not be realized. The fact that an investment has 

historically had a good value development is no guarantee for the future.

Mangold publishes the current analysis without undertaking regular future updates or publications with an updated view of the Company, for example in the event 

of significant changes in market conditions or events related to the Company. Mangold Insight only publishes analyzes that contain and/or are based on published 

information. If Mangold Insight receives undisclosed, price-sensitive information, Mangold cannot publish any new analysis or update until the information is 

published by the issuer.

This publication may not be reproduced for any purpose other than personal use. The document may not be distributed to any natural or legal person who is a 

national or resident of a country where such distribution is prohibited by applicable law or regulation, including the United States, Canada, Australia, New Zealand, 

Hong Kong, Japan, Switzerland, Singapore, South Africa or South Korea. The distribution of all or part of this publication requires Mangold’s written consent. 

Mangold has policies for managing conflicts of interest and restrictions on when trading in financial instruments. This includes the separation of activities and 

confidentiality between business areas, so-called Chinese walls. These include, among other things, the separation of the analysis department from Corporate 

Finance, Private Banking including brokerage and the execution of own stocks. Employed analysts at Insight shall not own or trade in any transferable securities 

issued by a company for which the analyst is responsible. Nor may such a person be a member of the client company’s board of directors or otherwise be active 

in the company.

Status of conflicts of interest and other assignments at the time of publication of this analysis:

Mangold analysed the Company 2024-09-24

Mangold’s analysts do not own shares in the Company.

Mangold does own shares in the Company as for its own stock.

Mangold does own shares in the Company through assignments as liquidity guarantor.

There is, at the time of that publication, a contract of engagement between Mangold and the company for the analysis in question in which Mangold received 

remuneration. There may also, from time to time, be a contractual relationship or advisory situation between the company and any other department of Mangold 

such as Corporate Finance or Market Making. Mangold has performed services as financial advisor for the Company during the past 12 months, including 

assignments related to the completion of issuing, and has received compensation from the Company based on this.

Recommendation structure:

Mangold Insight grades stock recommendations twelve months ahead according to the following structure:

Buy – An upside in the stock of at least 20 percent

Increase – 10-20 percent upside in the stock

Neutral – An upside and downside of the stock of 0 to 10 percent

Decrease – A 10-20 percent downside in the stock

Sell – At least a 20 percent downside in the stock

Not rated – Rating temporarily unavailable


