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Year-end Party! 

Year-end parties, or “bonenkai (忘年会)” as they are called in Japan, are 

held to forget the bad things that happened during the year. So whatev-

er happened, moving on, moving forward and focusing on the next year 

is the way to go! 

Thank you for subscribing to Access-2-Healthcare's MedTech Gateway 

newsletter this year and we wish you a safe and happy holiday break. 

SINGAPORE 

Singapore HSA released new guidelines 

aimed at providing clarity to clinical    

laboratories in understanding regulatory 

requirements applicable to laboratory 

developed tests under Health Products 

Act 2007 and Health Products (Medical 

Devices) Regulations 2010. This      

guidance will come into effect from Mar 

1, 2023. 

Learn More 

EUROPE 

After listening to the different parties, 

the EU Commission is open to an       

extension of the transitional period with 

staggered deadlines depending on the 

device risk classification – 2027 for 

Class IIb and III, and 2028 for Class I 

and IIa. Measures to increase notified 

body capacity and preparedness were 

also proposed. This is still not confirmed 

and further meetings will be held before 

the extension come into effect. For    

devices which are still in transition from 

MDD/AIMDD to MDR and had not been 

concluded in time, the MDCG 2022-18 

was published to address controlled   

period of non-compliances of devices. 

Learn More 

Extension proposal for EU MDR implementation 

UNITED STATES 

On Dec 8, 2022, US FDA released a 

draft guidance seeking industry’s    

comments on FDA’s recommendations 

on human factors information that 

should be included in medical device 

marketing submissions. The intention of 

this is to facilitate efficient review and 

consistency. All comments are to be 

submitted by Mar 9, 2023. 

Learn More 

Content of human factors information in medical 
device marketing submissions 

CANADA  

Holders of active medical device estab-

lishment licence must apply to have 

their licence reviewed every year before 

April 1. A notification was published on 

Health Canada’s website on Dec 2, 

2022, to remind establishments on the 

ALR package. 

Learn More 
Medical Device Establishment annual licence re-

view for 2023  

Regulation (EU) 2017/745 on medical devices (MDR): 

 

1. 3EC International (Slovakia) – 2265 

2. BSI (Netherlands) – 2797 

3. BUREAU VERITAS (Italy) – 1370  

4. Berlin Cert Pruf (Germany) - 0633 

5. CE Certiso (Hungary) – 2409 

6. CENTRO NACIONAL DE CERTIFICATION (Spain) – 0318  

7. CERTIQUALITY S.r.l. – 0546 

8. DEKRA Certification (Germany) – 0124 

9. DEKRA Certification (Netherlands) – 0344 

10.  DNV Product Assurance AS (Norway) – 2460 

11.  DQS Medizinprodukte (Germany) – 0297  

12.  ENTE Certificazione Macchine SRL (Italy) – 1282 

13.  Eurofins Electric & Electronics Oy (Finland) – 0537 

14.  Eurofins Product Testing Italy S.r.l. (Italy) – 0477 

15.  GMED SAS (France) – 0459 

16.  ICIM S.P.A (Italy) – 0425   

17.  IMQ (Italy) – 0051 

18.  Institut Pro Testovani A Certifikaci (Czech Republic - 1023  

19.  Intertek Medical Notified Body AB (Sweden) – 2862 

20.  Istituto Superiore Di Sanita’ (Italy) – 0373  

21.  ITALCERT SRL (Italy) – 0426 

22.  KIWA CERMET ITALIA S.P.A (Italy) – 0476 

23.  Kiwa Dare B.V (Netherlands) – 1912 

24.  MDC Medical Device Certification (Germany) – 0483 

25.  MEDCERT (Germany) – 0482 

26.  NSAI (Ireland) – 0050 

27.  Polskie Centrum Badan I (Poland) - 1424 

28.  SGS Belgium NV (Belgium) – 1639 

29.  SGS FIMKO OY (Finland) – 0598 

30.  Slovenian Institute of Quality and Metrology – SIQ (Slovenia) – 1304 

31.  TUV NORD Polska (Poland) – NB 2274 

32.  TÜV NORD CERT GmbH (Germany) – 0044 

33.  TÜV Rheinland Italia SRL (Italy) – 1936 

34.  TÜV Rheinland LGA (Germany) – 0197 

35.  TÜV SÜD (Germany) – 0123 

36.  UDEM Adriatic d.o.o. (Croatia) – 2696  

 

Regulation (EU) 2017/746 on in vitro diagnostic medical devices 
(IVDR): 

 

1. 3EC International (Slovakia) – 2265  

2. BSI (Netherlands) – 2797 

3. DEKRA Certification (Germany) – 0124  

4. DEKRA Certification (Netherlands) – 0344  

5. GMED SAS (France) – 0459  

6. TÜV Rheinland LGA (Germany) – 0197 

7. TÜV SÜD (Germany) – 0123  
 
 

Withdrawals 

 

1.  BSI Assurance (UK) – 0086 

2.  DQS Polska (Poland) – 2282 

3.  ECM (Germany) – 0481 

4.  GMED SAS (France) – 0459 

5.  Presafe (Denmark) – 0543 

6.  SGS United Kingdom Limited (UK) – 0120 

AUSTRALIA 

The BridgeTech Program, a successful medtech commercialisation training program 

delivered by Queensland University of Technology (QUT), will continue for the next 

two years thanks to a government funding initiative that supports high-quality    

Australian medical device projects with strong commercial potential. 

Learn More 

Queensland University of Technology training program receives 
funding to accelerate Australian medical device innovations 

UNITED KINGDOM 

LumiraDx Limited, a next-generation point of care diagnostics company, announced 

findings from its first annual U.K. survey, “Point of Care Diagnostics: A Clinicians 

View”, designed to understand clinician perspectives on the latest point of care  

technologies available. The U.K. blinded survey polled clinicians on a number of    

areas related to point of care testing (POCT) to evaluate key concerns and benefits, 

testing locations, environmental benefits, and funding sources.  

Learn More 

LumiraDx Ltd. announces findings from its first annual U.K. survey, “Point of Care         
Diagnostics: A Clinicians View” 

JAPAN 

GHIT Fund was formed between the Government of Japan, multiple pharmaceutical 

companies, the Bill & Melinda Gates Foundation, Wellcome, and the United Nations 

Development Programme (UNDP). It has secured a pledge from global charitable 

foundation Wellcome for GHIT Fund's third five-year plan, GHIT 3.0 (from FY2023 to 

FY 2027) of $20 million (approximately 2.7 billion yen) over five years.  

Learn More 

Japan's Global Health Innovative Technology Fund secures $20 M 
pledge from Wellcome 

CHINA 

China Pharma Holdings, Inc. (NYSE American: CPHI), an NYSE American-listed    

corporation with a fully-integrated specialty pharmaceuticals subsidiary based in 

China, today announced the Acquisition of Dry Eye Disease Therapeutic Device Pro-

ject. 

Learn More 

China Pharma Holdings, Inc. announced the acquisition of dry eye 
disease therapeutic device project 

UNITED STATES 

On December 2, 2022, the U.S. Food and Drug Administration (FDA) added IABP  

devices (product code DSP) to the medical device shortage list. The device shortage 

list reflects the types of devices the FDA determined to be in shortage. It is alerting 

health care facilities and providers of a shortage of Getinge Maquet/Datascope      

Intra-Aortic Balloon Pump (IABP) devices, including limited supplies of IAB        

catheters, new Cardiosave IABPs, and Cardiosave IABP parts. 

Learn More 

Getinge Maquet/Datascope Intra-Aortic Balloon Pump (IABP) shortage 

FRANCE 

BIOCORP, a French company specialized in the design, development, and          

manufacturing of innovative medical devices, announced that they have received 

510(K) clearance from the U.S. Food & Drug Administration (FDA) to market Mallya, 

its smart medical device that connects insulin pens. 

Mallya is already the only device in its class to be CE marked as a Class IIb medical  

device. It offers the possibility to connect to different types of injection pens and 

thus to follow a patient in a multitherapy notably with a use of basal and rapid      

insulin.  

Learn More 

BIOCORP obtains 510(k) FDA clearance for Mallya® 

BELGIUM 

Minze Health announced that White Fund, Capricorn Partners and PMV have jointly 

invested €3.9M million in the company to fund its further growth and product       

development roadmap. 

Minze Health is a digital healthcare scale-up that enables better care for 2.3 billion 

people with Lower Urinary Tract Symptoms (LUTS). Most common symptoms are 

urinary incontinence, weak stream due to an obstruction, frequent voiding and night 

voiding. 

Learn More 

Belgian company Minze Health raises €3.9M to further scale its digital 
health solutions for the treatment of urinary tract problems 

To pay or not to pay them, that is the question 
 – Design & Development - Clinical Trials – 

Recently we have seen divided views on whether the principal investigator (PI) of a 

clinical trial should be incentivized financially or not. It may appear intuitive that 

doctors, especially public doctors, have their time cut out for them: patients,       

education, research, and administration. Therefore, when it comes to putting further 

burden on their time, what incentivizes them? To some extent, it is similar to the 

situation with R&D, where the patent may or may not be assigned to the doctor. 

Some institutions have arrangements for the researching doctor(s) to have a share 

of the royalties, some do not. 

  

If you combine a situation where the doctors are NOT incentivized financially AND 

they have KPIs for clinical research – it drives them only to one direction –            

co-development or R&D of new technologies. In theory, this is all fine and good – we 

need more doctors to be actively involved in medical technology and its innovation. 

But on the other end, if companies are finding it increasingly challenging to find  

clinical sites to evaluate clinical safety and efficacy, a product cannot be launched      

efficiently. 

  

In my personal opinion, PIs needs to be financially incentivized, within a certain 

price range, to compensate for the additional hours that they had put in for the   

clinical trial. This is with the exception that if work related to the clinical trial is     

already allocated within the time spent by the doctor in the hospital, then it can be 

taken as a normal part of their job. R&D involving clinicians (doctors, nurses,      

specialists, surgeons) should not have hard KPIs on how many projects they have 

developed per year , but have clear developmental targets to demonstrate         

consistent efforts put into the projects, and to allow the doctors to be the owners of 

their intellectual property, free for the inventors to assign. 

  

There would be divided opinion on this, I’m sure. What are your thoughts? 

Please feel free to share by sending us an email to: due_diligence@access2hc.com  

Some events to end the year and start the year  

Shenzhen International Medical Devices 

Exhibition 2022 

December 21-23, 2022 

Shenzhen, China  

International Conference on Medical 

Devices and Equipment (ICMDE) 

January 9-10, 2023 

Bali, Indonesia (Digital) 

Dubai International Pharmaceuticals 

and Technologies Conference and Ex-

hibition (DUPHAT) 

January 10-12, 2023 

Dubai, United Arab Emirates 

MEDICAL JAPAN 2023 - International 

Medical and Elderly Care Expo & Con-

ference Osaka 

January 18-20 2023 

Osaka, Japan 

Arab Health 2023 

January 30-February 2 2023 

Dubai, United Arab Emirates 

Our mailing address is: 

helpme@access2hc.com 
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GL-08 Regulatory guidelines for laboratory devel-
oped tests 

UNITED STATES 

Boston Scientific Corporation (NYSE: BSX) and Acotec Scientific Holdings Limited 

("Acotec" and 6669.HK) announced that Boston Scientific will make a partial offer to 

acquire a majority stake, up to a maximum of 65%, of shares of Acotec, a Chinese 

medical technology company that offers solutions designed for a variety of           

interventional procedures. 

Learn More 

Boston Scientific announces strategic investment to acquire majority 
stake of Acotec Scientific Holdings Limited 
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