
 
EFCLIN Newsflash No 140                                                                                                                                                   Page 1 von 6 

 

Newsflash: 140

 August 2021
 
 
 

 
 

Dear EFCLIN Community 
 
Two years without an 
EFCLIN Congress and 
Exhibition - we all have 
withdrawal symptoms and 
long for a reunion. The 
EFCLIN Board has 
courageously decided to 
move forward with the 
planning and make the 
48th EFCLIN Congress 
and Exhibition a new 
meeting place for the 
industry. Keep your 
fingers crossed! 
 
EFCLIN has been able to 
offer a series of webinars 
since October 2020 and 
more will follow. In 
members area on 

 News 

Looking forward to a new EFCLIN Congress and 
Exhibition 
 
After two years without an EFCLIN Congress and Exhibition, "A World Of 
Opportunities 2022" opens in Barcelona / Sitges.  
 

 
From 28 - 30 April 2022, the EFCLIN community will meet again at the 
Hotel Melia Sitges. Save the date and join the whole EFCLIN team in 
hoping that the pandemic can be contained.  
 
A Manufacturers' Forum is in the pipeline, as is the scientific lecture 
program for the conference on Friday. MDR workshops and the Quality 
Group exchange are planned for the Saturday of the conference. 
 
There are still places available for the exhibition. You can register here. 
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www.efclin.com you can 
relive the webinars.  
The MDR issue continues 
to occupy us. So, take 
advantage of the course 
offerings that EFCLIN and 
also Euromcontact are 
making available.  
 
Our industry is facing 
some challenging times 
ahead with such issues as 
the banning of PFAS from 
contact lens materials or 
the logo issues for 
environmentally friendly 
packaging. It is still 
unclear how the EU 
Commission will react. 
The goal was a uniform 
logo and a uniform 
approach in all EU states.  
 
Our Swiss members are 
suffering from the political 
decision of the Swiss 
government to break off 
the negotiations on the 
Institutional Framework 
Agreement INSTA with 
the EU. As a result, the 
MRA free trade 
agreement between 
Switzerland and the EU 
was also not extended. 
The medtech sector is the 
first to be affected by the 
fact that Switzerland is 
now a third country for 
the EU. The import and 
export of medical 
products must be newly 
regulated and will cost 
the industry a lot of 
money and effort. 
 

AGM 2021 – two new Board members 
 
At our Online-AGM on April 16th 2021, two new Board members where 
elected by the attending members. Please welcome Alan Bennett, 
Bausch+Lomb, and Dr. William Lee, AST Products Inc., as new Board 
members. 
  

In its first meeting after the 
AGM the Board constitutes 
new. Armin Duddek will serve 
as president, Alan Bennet as 
secretary and William Lee as 
treasurer. Martina Clifford 
remains chair of the Quality 
group, Gareth Browne and 
Johannes Pfund are Board 
members with special tasks. 

 
If you have any questions about the election process, please do not 
hesitate to contact Marion Beeler. 
 
Minutes of the AGM 2021 are to be found in members area on 
www.efclin.com.  
 
 
Get ready for the new MDR  

The new MDR is in force but many questions remain 
open 

The topics that the Euromcontact Regulatory Affairs Group RAFG is 
currently working on are mainly e-IFU, UDI, Eudamed and still Brexit. 
EFCLIN delegates Martina Clifford and Nicky Soubry are actively 
involved in this group.  

EFCLIN members can get involved in the Quality Group. Please 
contact chair Martina Clifford. 

The European Commission has published information sheets 
addressed to manufacturers to help transitioning from the Medical 
Device Directive MDD to the Medical Device Regulation MDR. Find 
EU documents here.  
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The Board and I sincerely 
hope to be able to hold a 
"proper" Congress in 
2022.  
Hopefully you could/can 
enjoy the summer and get 
some rest from all the 
events of the last months. 
I would like to thank all 
delegates who shared 
their suggestions with 
me. I greatly appreciated 
your valuable input. 
 
Stay safe! 
Cordially 
 

 
 
Marion Beeler, 
Executive Director 
EFCLIN 
 
 
Many thanks to all 
companies who signed in 
as exhibitors or sponsor 
to Berlin 2021 and stay 
now for 2022. 
 
Thanks to our Platinum 
sponsors 
 

 
 

 
 
 

MDR Workshops once again at EFCLIN  

After the webinars "MDR and Brexit" and "MDR Product Submission - 
Tips and Tricks", more webinars on MDR topics are planned. You can 
find the record of the webinars "MDR and Brexit" and "MDR Product 
Submission - Tips and Tricks" in members area on www.efclin.com.  
 
The EFCLIN activities for MDR workshops of the last five years have all 
been very helpful for the EFCLIN community. The webinars of April 
2020 and January and February 2021 were all recorded. Members can 
still watch the recorded webinars in the members area of the EFCLIN 
website. 
 
The Chair of the EFCLIN Quality Group, Martina Clifford, is planning 
further MDR workshops in the near future together with Euromcontact. 
Due to the current situation they will take place as webinars again.  
 
Next ECLIN Webinar on MDR item will be on 6th October 
2021,17.00h CET:  
“UDI & Eudamed / MDR - ready for take-off?” with speaker Nicky 
Soubry, BOS Belgium, chair of Euromcontact RAF-Group.  
 
Please register by sending an email to Marion Beeler and stating your 
name and company’s name. 
 
 
William Lee is winner of the Excellence in 
Biomaterials Science Award 2021 –  
Congratulations William 
 
The Excellence in Biomaterials Science Award by the Surfaces in 
Biomaterials Foundation (formerly known as the Excellence in Surface 
Science Award) recognizes an individual who has made significant 
contributions to the biomaterial’s science field. It is the highest award 
given by the Foundation.  

 
Dr. William Lee is the VP of R&D and Regulatory 
Affairs at AST Products, Inc. and the President of 
ICARES Medicus, Inc. (Taiwan). As an engineer, 
executive and entrepreneur, he has over 30 years 
of experience in surface treatment technology, and 
product design and development. Prior to AST 
Products, Dr. Lee had his working experiences at 
the Japan Atomic Energy Research Institute, 
Harvard Medical School/Massachusetts General 
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Thanks to our Gold 
sponsors 
 

 
 
 

 
 
 

 
 
 

 
 
 

 
 
 
 
Thanks to our Silver 
Sponsors 
 

 
 
 

 
 

  

Hospital, Japan’s largest venture capital firm, JAFCO, and a startup 
company that he founded, eMembrane, Inc. 
Read more: www.surfaces.org/Excellence-in-Biomaterials-Science-
Award  
 
 
Possible future restrictions of PFAS in Contact Lens 
Material by EU Commission 
 
It has been identified that manufacturing process for buttons for 
manufacturing rigid contact lenses (RGP) includes the use of Per- and 
polyfluoroalkyl substances (PFAS).  
 
PFAS are a group of man-made chemicals and are known to be highly 
persistent in the environment and have been frequently observed to 
contaminate groundwater, surface water and soil. If releases continue, 
they will keep accumulating in the environment, drinking water and 
food. Certain PFAS are also known to accumulate in humans causing 
serious health effects such as cancer and liver damage. 
 
Sweden, Netherlands, Denmark, Germany and Norway launched in 
2020 an initiative to restrict the use of PFAS through REACH 
legislation. As PFAS are widely used in industrial applications, each of 
these Member States developed studies per sector. Netherlands was 
responsible for Medical Devices.  
   
Any restriction or ban of PFAS may cause problems to bringing 
RGP lenses to the market.  
Manufacturers of RGP, contact lens and contact lens products are 
invited to scrutinize their products portfolio to understand if PFAS are 
used in the manufacturing of their products. Manufacturers are invited 
to also collect evidence on PFAS concentration found in products.  
 
Possible scenarios  
There are different regulatory scenarios for restrictions: total ban; 
stricter concentration limit; exemptions. Exemptions would be based on 
the concept of ‘essential use’. To note that the Commission and the 5 
Member States seem to engage to restrict the concept of essential 
use, and necessity of the PFAs would need to be strongly 
demonstrated. 
 
A sub-group of Euromcontact RAF-Group is working on this item. If you 
can provide us with more technical data and studies, please contact 
Pascale Rouhier or Alan Bennett. 
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Thanks to our Bronze 
sponsors 
 

 
 
 

 
 

 
 

 
 
 
 
Thanks to our other 
Sponsors 
 

 
 

 
 
 

          
 

 
 
 

 
 
 
 

 
 

Environmentally friendly packaging - a logo dispute
 
Packaging should become more environmentally friendly. For this 
purpose, the Green Dot was introduced in the EU as a 
logo for recyclable packaging material. Since its 
European introduction, the scheme has been rolled out 
to 23 European countries.  
 
Now, according to a decree of the French government, 
France is planning to introduce its own 
environmental logo instead of the Green Dot.  
Portugal and Sweden are also working on their own 
logos (Triman logo) or regulations.  
 
It is becoming increasingly difficult for international 
contact lens manufacturers to meet all these requirements. This is why 
Euromcontact and EFCLIN are trying to intervene in this matter with the 
EU Commission.  
 

IT Security 

Many hacker activities are running around the world. Please make 
sure your IT ports are locked up by safe guarding software, your daily 
data updates are done properly and stored outside your network and 
business building. You may have the feeling this costs time and 
money. Think about how much time, nerves and money you will 
spend, if somebody breaks into your system and steals your data.  
 

EUROMCONTACT – re-elected President 

Nicoletta Losi, from Johnson & Johnson Vision Care, is re-elected 
unanimously President of EUROMCONTACT by the online AGM 15th 
June 2021. The Board also brought its continuous support to the 
strategy of EUROMCONTACT to maintain a strong focus on the 
regulatory affairs during the next years. www.euromcontact.org/  
 
 
Welcome to our new members 
 
Biolens Lab., Morocco with its delegate Moustapha Ezzouhairi, 
www.biolens.ma  
 
SANTEN PHARMACEUTICAL Co., Ltd., Japan with its delegate  
Yoshitaka Yamada. www.santen.co.jp  
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Trade Fairs and Congresses 
 
 ECLSO 2021, 3rd – 4th September 2021, Paris, France 
 SILMO Paris, 24th – 27th September 2021 
 DOG online, Germany, 30th September – 3rd October 2021 
 Med-Forum, Düsseldorf from is postponed to November 2021 
 OPTI Munich, Germany, 14th – 16th January 2022 
 MIDO Milan, Italy, 12th – 14th February 2022 
 NCC, The Netherlands is postponed to 13th – 14th March 2022   
 ARVO, Denver Colorado, 1st – 5th Mai 2022                                         
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