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Further information is available on 
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CLS equipment for treatment using 
the imILT® method consists of a 
mobile laser unit and sterile, dispos-
able patient kits.

What is the 
latest news 
from the USA? 
Dan Mogren, CCO replies:

Can you summarize what has happened at CLS Americas Inc. recently?

- RSNA – the Radiological Society of North America, held its annual meeting in 

 Chicago at the end of November. This is a well-organized event on a large scale  

 and provides the preconditions for a lot of business discussions. We were there 

 and held a large number of interesting and successful meetings with doctors 

 and other potential collaborative partners. We also met with representatives of 

 ILN – the International Laser Network, where we presented our TRANBERG® 

 products and their indications within the framework of image-guided focal

 laser ablation, as well as within imILT®. The network consists of medical physicians

 and industry representatives who have extensive experience of products and laser

 therapies. We were very positively received and will build further on this in different

 ways.

How are sales of therapy for early (localized) prostate cancer developing? 

-  Dr. Walser at UTMB is now routinely treating localized prostate cancer with our

 products. We are continuing our close collaboration to identify new opportunities

 for product improvement or new accessories. Work that really will never cease. 

 We received a new order for disposables in mid-November, and I am anticipating

 great things from our continued relationship with Dr. Walser.

What do you regard to be the next steps in developing business activities in the USA?

-  We are working with following up both established and new contacts, so that 

 we can increase sales and offer the products and services our customers need. 

 In addition, I would not exclude the possibilities of additional product variants

 or combinations, or participation in clinical studies here in North America.

-  Eventually we will also need to augment our USA organization. We currently have

 two new part-time employees, who are in the process of learning about our pro-

 ducts. At present the hospital physicians are primarily trained by CLS staff from

 Sweden, but this responsibility will in time be taken over by the team in Boston.  

 I see great potential for us to establish a profitable business in the USA. This is 

 founded on the evident acceptance and demand I see for our TRANBERG® 

 products, and for the way that we have chosen to work.
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Marie Grey, new Head of QA/RA 
and new member of the CLS 
management team
Marie Grey will take over as Head of Quality Assurance & Regulatory 

Affairs on 1 January 2018, when the current Head of QA/RA Ingmar 

Malm retires. QA/RA is responsible for ensuring that CLS, as a medical 

devices company, complies with all EU regulations that apply to the 

business, including the certification of the company’s products in 

both Europe and the USA.

Can you tell us a little about your background? 

 -  I studied at Lund University Faculty of Engineering and hold both a Master of Science degree in engineering

  and a Doctor of Technology degree in applied biochemistry. Since then I have worked as a research scientist

  at Lund University and as a project manager for a Medical Technology R&D project at SUS in Lund.  

What aspects of your work and the tasks that you have at CLS do you find most interesting? 

 - CLS is an exciting company as we have customer-focused active development and we sell to both the 

  American and European markets. This means that both quality and regulatory aspects are important for 

  the company, and I get to be involved in many interesting projects.

 

CLS products are currently EU Medical Device Directive compliant. The EU has taken a decision to combine this 

directive with another directive and restructure the requirements as a “Medical Device Regulation”. Can you 

explain how this will affect the work in the future?

 - Briefly the new regulations will mean:

 •  more stringent requirements for release to the market and increased stipulations for 

  the monitoring of products that are on the market.

 •  defined stipulations with regard to the responsibility for quality, performance and safety 

  of products released to the market.

 •  increased requirements for traceability across the entire chain, from the supplier to the end user.

 •  establishment of a central database to improve the information within the EU about available 

  medical device products. 

During the coming year we will begin the work of adapting to the new MDR stipulations, which enter into force 

in May 2020. The MDR is far more comprehensive than the previous directive and will be a challenge for the entire 

medtech sector. We are well prepared for the changes, but we are also aware that these will necessitate a lot of 

upcoming work.

Probe holder patent application submitted
CLS has submitted a patent application in Sweden for a new probe holder design.

 -  Our intention with this patent application is to secure the future development of this new 

  type of holder. This particular design will not be transitioned into a finished product, but if 

  we decide to further develop the concept then we will have the patent protection prepared,” 

  says Stephan Dymling, CTO. 
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Horizon 2020 report and good feedback 
from the EU
 - We have reported the first twelve months of the project to the EU based on three aspects: activities

  within the clinical studies, communication concerning the project,  and project costs. EU experts

  review the report and provide opinions about how the work has progressed,” says Gunilla Savring, 

  Head of Investor Relations and communications contact at CLS, whose responsibilities also include

  coordinating the Horizon 2020 project and CLS contacts with the EU. 

The assessment was completed at the beginning of December and grant funding of SEK 7.9 million was 

paid out. This means that CLS has in total received around SEK 17 million of the funding of just over SEK 

20 million that was awarded. 

 - The focus is now on completing the three studies included in the project. We have made changes 

  to the study protocol to enable more patients to be eligible for treatment. In the breast cancer study

  in Nottingham we have added one new protocol and increased the number of patients. The EU is

  positive about the changes we have made. The competition from other studies is fierce, but the goal

  is to treat as many patients as possible and use the resources we get through Horizon to achieve this,” 

  explains Gunilla Savring.  

CLS’ clinical study on the TV news
The Portuguese Oncology Institute (IPO) in Porto is 

testing a unique technique in the world in the treat-

ment of pancreatic cancer. The instrument of ablation 

with laser is applied in tumors where surgery is not 

possible. Every year in Portugal appear around 1,500 

new cases of pancreatic cancer.

 - It is one of the cancers with less possibilities of survival.

  It is a tumor that has been forgotten worldwide and 

  that has a huge incidence. We have around 400,000 

  new cases per year. In Portugal alone we have about 1,000 to 1,500 new cases per year and we have  

  around 3, 4 new patients per week. Nowadays, the majority are young people, for instance, in the last 

  month half of the patients were from 35 to 45 years old. To deal with these patients is complicated mainly 

  because of the few perspectives of therapy they have, says Dr Belarmino Gonçalves.

Hope has arrived now from a new technique that it is being tested in Porto´s IPO. This clinical essay is unique in 

the world and it is applied in tumors that are not possible to operate on and that have certain dimensions.

 - When the tumors involve the blood vessels and are impossible to operate on, or restate totally, and when

  they have certain dimensions, it is possible to do an ablation by laser. 

 



 -  It is a thermo immunotherapy which is stimulant to the immunological system and in our essay is 

  associated to chemotherapy in one of the arms. In the other arm the patient will do his own standard

  chemotherapy treatment, according to the prescription for tumor of advanced pancreatic cancer, says 

  Dr Belarmino Gonçalves.

 - This technique has minimum invasive effects which is very important in these cases because pancreatic

  cancer is bad, and often provokes a decreased quality of life and it is important to improve the time and

   quality of life of these patients, says Manuela Machado.

This study took three years to prepare and it will be applied during 12 months. It is open to Portuguese and 

EU patients and until now has shown good results.

 - We should not talk about it when the essay is running but the results have been very promising, says 

  Dr Belarmino Gonçalves.

The pancreatic cancer is the third most frequent maligned neoplasia of the digestive tract in Portugal and the 

second most frequent in the western world. Causes can be many and multiple, for example, obesity, diabetes, 

tobacco and other factors as for example, nutrition. The nutritional part has not yet been studied much, but we 

ingest many toxic substances without knowing, and that can be the origin, because the pancreas is an exocrine 

and endocrine organ.  Man and women are both affected by the illness. Most cases occur between 35 and 70 

years old.

Best wishes for 2018.

From left to right: Mats Ekelund, Cristina Pantaleone, Nils Amoghli, Dan J. Mogren, Lars-Erik Eriksson, 
Gunilla Savring, Marie Grey, Ingmar Malm, Emily Emilsson, Verena Knappe och Stephan Dymling

Not present: Karin Peterson, Jimmy Johansson, Daniel Henriksson, Alan Weinberg och Manuela 
Schwagmeier

The CLS team wishes all our partners, customers, shareholders and other stakeholders a Happy New Year. 
We look forward to an eventful and successful 2018.
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