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BUSINESS STRATEGY

Like many small European countries, Sweden has a robust 
community of small and medium-size enterprises operating 
in the life science sector. A report published in 2016 by the 
industry association SwedenBIO showed that the country 
as a whole was host to 1,391 pharma, biotech and medtech 
companies. Of these, around 890 were running research and 
development programmes based in Sweden.

However at the time, the R&D pipeline of the industry 
was heavily weighted towards Phase 2 projects. Out of 144 
compounds in the clinic, 85 were in Phase 2 and only 17 
were in Phase 3. Companies told SwedenBIO that funding 
and finding suitable partners were the main reasons for the 
stalemate at Phase 2.

The Swedish experience is not unique to Europe, but lately 
there has been some light on the horizon. This has come in 
the shape of new financing rounds for Swedish companies 
with promising assets and recent, positive clinical trial 
results.

An example is Aprea Therapeutics AB, an oncology 
company co-located in Boston, US and Stockholm. On 30 
November, Aprea closed a €50 million Series C financing to 
advance its lead compound APR-246 targeting the tumour 
suppressor protein p53. Mutations of the p53 gene occur 
in around 50% of all human tumours. APR-246 is designed 
to reactivate mutant p53 protein, inducing programmed 
cell death in cancers. In a Phase 1b/2 trial of patients with 
myelodysplastic syndromes, a group of haematopoietic stem 
cell malignancies, the overall response rate was 95%. The 
new funding will enable the company to take the drug into 
Phase 3.

Another oncology company, Immunicum AB, has a 
different cancer technology but is on a similar positive 
trajectory. Its lead medicine, ilixadencel, is a cell therapy 
product whose main ingredient is activated allogeneic 
dendritic cells derived from healthy blood donors. The cells 
are injected into a patient’s tumour, priming the immune 
system to fight cancer. Early studies of ilixadencel have 
been sufficiently promising that Merck KGaA and Pfizer 
Inc reached out to Immunicum in the autumn to negotiate 
a deal in which ilixadencel will be investigated with their 
checkpoint antibody avelumab. The deal was announced on 
16 November and covers a Phase 1b/2 study in head and 
neck and stomach cancers.

Meanwhile, in the therapeutic area of fibrosis, Galecto 
Biotech AB raised €79 million in a Series C financing in 
late October to carry out a Phase 2/3 study of a product for 
idiopathic pulmonary fibrosis. The product, TD139, targets 
galectin-3, a protein linked with fibrosis, cancer and heart 
disease.

The ultimate objective for any pharma company is 
registration and then commercialisation of a wholly owned 
product. The small Swedish company Hansa Medical 
AB came a step closer to this goal in September when it 
reported positive data from two Phase 2 trials of its therapy 
imlifidase, an enzyme treatment that inactivates donor-
specific antibodies in patients with kidney disease enabling 
them to receive kidney transplants. These are patients who 
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otherwise would not be eligible for transplantation. 
In the trials, treatment with imlifidase enabled kidney 

transplantation in all 35 patients. The company is now 
planning regulatory filings in both the US and Europe. In 
an interview Søren Tulstrup, the Hansa chief executive, 
said that plans are in place for filings in the first quarter 
of 2019. “We have parallel discussions with both the FDA 
and the EMA in Europe around accelerated approval in 
the US and conditional approval in Europe and that is on 
track,” he commented. If successful, this would point towards 
commercialisation in 2020.

The legacy of large pharma 
While Sweden’s pharma and biotech sectors are currently 
dominated by small and medium sized enterprises, this 
wasn’t always the case. Pharmacia AB was a backbone of 
the industry from its founding in 1911 until its acquisition 
by Upjohn Inc in 1995. Later, the combined group was taken 
over by Pfizer Inc. In 1999, Astra AB, another Swedish icon, 
merged with Zeneca Group of the UK to create AstraZeneca 
Plc with headquarters in the UK.

Today, one of Sweden’s most successful companies, 
Swedish Orphan Biovitrum AB (Sobi) is a spin-out from 
Pharmacia. Sobi has a portfolio of products for haemophilia 
A and B as well as medicines for rare diseases. In late 
November, Sobi and its partner Novimmune SA had 
an antibody drug approved by the US Food and Drug 
Administration for haemophagocytic lymphohistiocytosis, an 
ultra-rare syndrome of hyperinflammation.  

Although Sweden lost two of its oldest pharma companies 
to larger rivals, the takeovers didn’t amount to a scorched-
earth policy. 

AstraZeneca remains a major investor in Sweden with sites 
in Gothenburg and in Södertälje, just south of Stockholm. 
The site in Södertälje, is the largest manufacturing site 
within the AstraZeneca network, producing about 35% of 
the company’s medicines by sales value across all of its 
therapy areas. The company is currently building a plant 
for manufacturing biologics. Gothenburg is an important 
R&D centre with capabilities to support all phases of drug 
development from early discovery work to large outcomes 
trials, the company told MedNous in an email. 

Meanwhile to mitigate the effects of a possible UK 
departure from the EU without a deal (‘no deal Brexit’), 
AstraZeneca has developed contingency plans to duplicate 
the testing and release of UK-tested products in Sweden so 
that these medicines can continue to be supplied to patients 
in the EU. It has already invested £40 million on these plans.

Altogether AstraZeneca estimates that its products 
accounted for about 3% of the total Swedish export of goods 
in 2017.

This article was written by the MedNous editor.


