Summer is coming!
The halfway point of the year is almost here and summer is coming! We’ll help you get
navigate the waters. Get up-to-date information with Access-2 Healthcare’s MedTech
Gateway for June 2022.

MALAYSIA
MDA released new guideline on re-registration of
registered medical devices on Jun 3, 2022. The
guideline covers all medical device classes and is
applicable to all stakeholders who are required by the
Act to register medical devices.

o Updated guideline for re-registration of registered medical
devices

Learn More

UNITED STATES
On Jun 7, 2022, FDA announced that it is
considering a pilot program to help medical
device manufacturers advance alternative ways to
sterilise their medical devices, including changing
radiation sources to ensure the sterilisation supply
chain remains resilient.

o Master file pilot program for PMA holders whose approved devices
are sterilised using radiation

Learn More

AUSTRALIA
The Therapeutic Goods Advertising Code 2021 came
into effect on Jan 1, 2022, and the 6-month transition
period ends on Jun 30, 2022. Therapeutic Goods
Administration (TGA) has published guidance on
applying the 2021 code rules, which sets out to assist
advertisers in complying with the Code. Additionally,
TGA plans to make an early version of the Australian
UDI Database to obtain feedback from users before the
Therapeutic Goods Advertising Code 2021 is now effective and

official launch in 2023. Interested parties may sign up

early version of Australian UDI Database available

for an upcoming webinar that will be held on Jun 21,
2022.

Learn More

THAILAND
Thailand FDA - HSA Singapore Regulatory
Reliance

is

an

expedited

medical

device

registration program between regulatory agencies
that offer shorter duration of registration for
manufacturers and importers. In this program, the
Thai FDA will assess the performance and safety
medical devices in cooperation with the Health
Sciences

Authority,

Singapore’s

regulatory

agency.
Thailand FDA - HSA Singapore Regulatory Reliance

Learn More

INDIA

Classification of Medical Devices pertaining to Dental and Obstetrical & Gynaecological under MD Rules 2017

On Jun 3, 2022, CDSCO released two notices on the updated classification of dental and O&G medical
devices based on the intended use and risk associated with the devices. They serve as guidance to
applicants intending to import or manufacture said devices into India.
Learn More

Regulation (EU) 2017/745 on medical devices (MDR):
1. 3EC International (Slovakia) – 2265 (MDR scope)
2. BSI (Netherlands) – 2797 (MDR scope)
3. Berlin Cert Pruf (Germany) - 0633(MDR scope)
4. CE Certiso (Hungary) – 2409 (MDR scope)
5. CERTIQUALITY S.r.l. – 0546 (MDR scope)
6. DEKRA Certification (Germany) – 0124 (MDR scope)
7. DEKRA Certification (Netherlands) – 0344 (MDR scope)
8. DNV Product Assurance AS (Norway) – 2460 (MDR scope)
9. DQS Medizinprodukte (Germany) – 0297 (MDR scope)
10. Eurofins Expert Services Oy (Finland) – 0537 (MDR scope)
11. Eurofins Product Testing Italy S.r.l. (Italy) – 0477 (MDR scope)
12. GMED SAS (France) – 0459 (MDR scope)
13. IMQ (Italy) – 0051 (MDR scope)
14. Intertek Medical Notified Body AB (Sweden) – 2862 (MDR scope)
15. Istituto Superiore Di Sanita’ (Italy) – 0373 (MDR scope)
16. ITALCERT SRL (Italy) – 0426 (MDR scope)
17. KIWA CERMET ITALIA S.P.A (Italy) – 0476 (MDR scope)
18. Kiwa Dare B.V (Netherlands) – 1912 (MDR scope)
19. MDC Medical Device Certification (Germany) – 0483 (MDR scope)
20. MEDCERT (Germany) – 0482 (MDR scope)
21. NSAI (Ireland) – 0050 (MDR scope)
22. SGS Belgium NV (Belgium) – 1639 (MDR scope)
23. SGS FIMKO OY (Finland) – 0598 (MDR scope)
24. Slovenian Institute of Quality and Metrology – SIQ (Slovenia) – 1304 (MDR scope)
25. TUV NORD Polska (Poland) – NB 2274 (MDR scope)
26. TÜV NORD CERT GmbH (Germany) – 0044 (MDR scope)
27. TÜV Rheinland Italia SRL (Italy) – 1936 (MDR scope)
28. TÜV Rheinland LGA (Germany) – 0197 (MDR scope)
29. TÜV SÜD (Germany) – 0123 (MDR scope)
30. UDEM Adriatic d.o.o. (Croatia) – 2696 (MDR scope)

Regulation (EU) 2017/746 on in vitro diagnostic medical devices (IVDR):
1. 3EC International (Slovakia) – 2265 (IVDR scope)
2. BSI (Netherlands) – 2797 (IVDR scope)
3. DEKRA Certification (Germany) – 0124 (IVDR scope)
4. DEKRA Certification (Netherlands) – 0344 (IVDR scope)
5. GMED SAS (France) – 0459 (IVDR scope)
6. TÜV Rheinland LGA (Germany) – 0197 (IVDR scope)
7. TÜV SÜD (Germany) – 0123 (IVDR scope)

Withdrawals
1. BSI Assurance (UK) – 0086
2. DQS Polska (Poland) – 2282
3. ECM (Germany) – 0481
4. GMED SAS (France) – 0459
5. Presafe (Denmark) – 0543

UNITED KINGDOM

More healthcare professionals given powers to certify fit notes

New legislation to allow a wider range of healthcare professionals to certify fit notes has been introduced by
the UK government to ease pressure on GPs. This legislation change applies across England, Scotland and
Wales.
The change, the most significant since the fit note’s inception in 2010, will support and empower better
conversations about work and health between employers and staff by making it easier to get this advice
certified by the most relevant healthcare professional. This change will be delivered in general practice and
hospital settings.
Learn More

UNITED STATES

HHS invests nearly $15 million to prevent and treat stimulant use in rural communities

Today, the U.S. Department of Health and Human Services (HHS), through the Health Resources and
Services Administration (HRSA), announced nearly $15 million in funding for rural communities to address
psychostimulant misuse and related overdose deaths. Psychostimulants include methamphetamine and
other illegal drugs, such as cocaine and ecstasy, as well as prescription stimulants for conditions such as
attention deficit hyperactivity disorder or depression. Today’s funding helps support the President’s National
Drug Control Strategy and deliver on his Unity Agenda priority of beating the overdose epidemic.
Learn More

SWITZERLAND

WHO guideline for the treatment of visceral leishmaniasis in HIV co-infected patients in East Africa and South-East Asia

The leishmaniases are a group of diseases caused by Leishmania spp., which occur in cutaneous,
mucocutaneous and visceral forms. They are neglected tropical diseases (NTDs), which disproportionately
affect marginalized populations who have limited access to health care. HIV co-infected patients with
Leishmania infection are highly infectious to sandflies, and an increase in the coinfection rate in an endemic
area is likely to increase the effective infective reservoir.
Learn More

SINGAPORE

Pioneer and Merdeka Generation seniors to receive $270 million in MediSave top-ups in July 2022

1. Pioneer Generation (PG) and Merdeka Generation (MG) seniors will be receiving MediSave top-ups in
July 2022, amounting to about $270 million in total.
2. MediSave can be used to pay the premiums for MediShield Life, CareShield Life and other MediSaveapproved insurance plans, as well as selected medical expenses such as hospitalisation, day surgeries, and
outpatient treatments.
3. About 450,000 Pioneers and 500,000 MG seniors have benefitted from MediSave top-ups as part of the
PG and MG Packages, since their launch in 2014 and 2019 respectively.
Learn More

UNITED KINGDOM

BEAMS solves horrors of missed hospital bedside alarms

Hospitals and other in-patient facilities using medical device alarms to alert medical staff to serious changes
in a patient’s condition, are increasingly finding nursing and other medical staff are failing to respond to
critical equipment alarms, leading to patient’s failing to get the prescribed amount of medication,
deterioration of the patient’s health, serious injury, or even death involving coroners and substantial litigation
claims for Trusts.1 Thanks to a highly successful partnership with Sheffield Children’s Hospital, Tutum
Medical Ltd of Chesterfield developed the award-winning BEAMS (Bedside Equipment Alarm Monitoring
System), a new monitoring system for single-bed patient rooms and four to six bay wards, which is
significantly improving response times for bedside critical alarms, leading to improved patient outcomes,
better workflow for nurses and reduced healthcare costs for the hospital.
Learn More

HONG KONG

Insilico Medicine Raises $60 Million in Series D Financing to Advance Pipeline and Launch AI-powered Drug Discovery Robotics Laboratory

Insilico Medicine, a clinical-stage end-to-end artificial intelligence (AI)-driven drug discovery company,
announced today that it has completed a $60 million Series D financing from a syndicate of global investors
with expertise in investing in the biopharmaceutical and life sciences sectors.
New investors, including a large, diversified asset management firm on the US West Coast and BHR
Partners joined the round, along with current investors, including lead investor of Series C financing round
Warburg Pincus, B Capital Group, Qiming Venture Partners, BOLD Capital Partners and Pavilion Capital.
Insilico's founder and CEO, Alex Zhavoronkov, PhD, also invested in the Series D round.
Learn More

UNITED STATES

FDA approves RIABNI™ (RITUXIMAB-ARRX) for moderate to severe rheumatoid arthritis

Amgen (NASDAQ:AMGN) today announced that the U.S. Food and Drug Administration (FDA) has
approved RIABNI™ (rituximab-arrx), a biosimilar to Rituxan®, in combination with methotrexate for adults
with moderate to severely active rheumatoid arthritis (RA) who have had an inadequate response to one or
more tumor necrosis factor (TNF) antagonist therapies. RIABNI is already approved for the treatment of
adult patients with Non-Hodgkin's Lymphoma (NHL), Chronic Lymphocytic Leukemia (CLL), Granulomatosis
with Polyangiitis (GPA) (also called Wegener's Granulomatosis) and Microscopic Polyangiitis (MPA).

"The approval of RIABNI is an important advancement for adults living with moderate to severe rheumatoid
arthritis, a chronic inflammatory joint disease, who now have access to a proven and affordable treatment
option," said Murdo Gordon, executive vice president of Global Commercial Operations at Amgen. "Our fully
integrated portfolio of innovative and biosimilar medicines for inflammatory diseases reinforces our
commitment to providing patients with high-quality and affordable treatment options that deliver substantial
value to our healthcare system."
Learn More

SINGAPORE

Singapore launches Southeast Asia’s most comprehensive consented population study with 100,000 whole genomes for health and clinical
breakthroughs

Precision Health Research, Singapore (PRECISE), the central entity implementing Singapore’s National
Precision Medicine (NPM) strategy, and Illumina, Inc (Illumina), a leader in genomics technology, announced
today a strategic partnership to sequence and analyse 100,000 Singaporean whole genomes (SG100K), to
create for the first time, Southeast Asia’s most comprehensive consented population study.
Learn More

Selling MedTech Innovation is simply different
Despite what many incubators, accelerators, mentors, and courses have taught with regards to distribution
channels, the success rate of a long-term business relationship is not high. If we remove the cases where
the product just does not have sufficient market value, and focus on the ability of the selected distribution
channel to market the product, the ‘standard’ distributor may not be the medical device start-ups choice of
sales partner
Many distributors take on innovative products just as an add-on or ‘nice to have,’ as all distributors depend
on their core products for its business. Many of the sales staff would be used to selling what they had been
selling for years, and learning about a new product, never mind an innovative one, is already a challenge. If
the knowledge transfer was not well received, then it would lead to underwhelming sales, and then the
distributor will lose interest and drop the product altogether.
What is more, products that require technical servicing or maintenance means the need to train service
engineers, who, just like the sales rep, causes the distributor to start from scratch when they move on to
other jobs. With time, distributors begin to prioritise their core business over the more innovative product,
and therefore the commercial interest is lost.
What had worked better are independent sales consultants, who have had the relevant experience in the
market segment. With the right renumeration, it returns a greater sense of commitment and technical
knowhow, which leads to better results.
However, these independent consultants have no backend such as logistics and regulatory divisions to
support them. They will partner well with a consulting company with the logistical capabilities and regulatory
expertise, in the short and medium term, then perhaps develop into a full-on subsidiary if all goes well.
It may sound different, but it is based on sound principles.
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Project Medtech's Startup Symposium

MEDTECH Summit 2022

June 15-16, 2022

June 20-24, 2022

Columbus, OH

Dublin, Ireland and virtual event

http://surl.li/cfenq

https://informaconnect.com/medtech-summit/

UX Healthcare London

Annual World Health Care Congress

June 20-22, 2022

June 27-30, 2022

London, UK

National Harbour, MD

https://uxhealthcare.co/

https://www.worldhealthcarecongress.com/

Value-Based Market Access (VBMA) Symposium

Le RDV du DIV

June 27, 2022

June 29, 2022

APACMed (Virtual Event)

Nexialist (Virtual Event)

shorturl.at/jmrO0

https://nexialist.fr/en/formations/le-rdv-du-div-29thjune-2022/

ICMTMAI 2022: International Conference on

European Congress of Radiology 2022

Medical Technology Management, Assessment and

July 13-17, 2022

Innovation

Vienna, Austria and virtual event

July 12-13, 2022

https://www.myesr.org/congress

Stockholm, Sweden
https://waset.org/medical-technology
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