Another 12 months with you!
New year gives new opportunities for innovations, discovery of treatments, and further
developments of medical technologies. It also signifies business opportunities to be ventured.
With Access-2-Healthcare, we make everything easier and convenient for you. We are here to
provide updates regarding the adjustments from policies and regulations to newly discovered
treatments where all of us can benefit.
This year began with a bang — a dramatic spike in COVID-19 cases due to the danger posed
by the newly introduced variant, Omicron. However, isn't Omicron the best vaccine against the
current state of the world? Individuals become apprehensive leading to them becoming more
guarded and cautious, and so this threat pushes people to use some lessons from the past to
avoid the history of ignorance.

Regulatory Round Up
Giving you the lastest regulatory updates for the medical divices industy

SWITZERLAND

Your Guide to Medical Devices by Swissmedic
According to Swissmedic's new procurement guidance on medical devices, which
was released on January 7, 2022, medical device conformance is emphasized,
including required documentation such declarations of conformity and EC
certifications.
Learn More

UNITED STATES

A Call for Discussion Paper to Print Your PoC Medical Devices
A draft discussion paper on 3D printed Point of Care (PoC) medical devices is being
solicited from industry stakeholders by the FDA, concentrating on the issues and
potential regulatory strategy. Feedback will be accepted until Sunday, February 8,
2022.
Learn More

EUROPE

Your Guide to Clinical Investigation: Medical Device Reporting (MDR)
released substantial modification of clinical investigation
Medical Device Coordination Group (MDCG) 2021-28 states that sponsors of
clinical studies must inform the Member State(s) if changes to clinical
investigations are likely to impair safety, health and the right of subjects as
defined in the newly issued guideline. Participants are required to complete and
submit the notice form provided in the guidelines.
Learn More

AUSTRALIA

New Year, New Code: Therapeutic Goods Advertising Code 2021
The revised Therapeutic Goods Advertising Code 2021 was issued by TGA on Jan 1,
2022. The significant improvements include simplification of necessary statement
criteria, increase of permissible product samples list and forbidden representation
regulations, to mention a few. TGA will be hosting free webinars on Jan 20, 2022
and Feb 17, 2022 to address the changes and differences, and what can be done
during the transition period from Jan 1 to Jun 30, 2022.
Learn More

CANADA

Consultation for Changes to the Medical Device Regulations
Streamlining criteria for Medical Device Establishment Licence (MDEL)
applications, harmonizing the definition of a recall, and increasing reporting
requirements are all part of what Health Canada is proposing to the Medical Device
Regulations (MDR). As of Feb 11, 2022, the survey is accepting feedback.
Learn More

Designated NBs
EU MDR/IVDR is the most significant regulatory change in the last 20 years. A Noified
Body (NB) is required and here is the lastest list

1. 3EC International (Slovakia) – 2265 (MDR scope)
2. BSI (Netherlands) – 2797 (MDR scope & IVDR scope)
3. CE Certiso (Hungary) – 2409 (MDR scope)
4. CERTIQUALITY S.r.l. – 0546 (MDR scope)
5. Kiwa Dare B.V (Netherlands) – 1912 (MDR scope)
6. DEKRA Certification (Germany) – 0124 (MDR scope & IVDR scope)
7. DEKRA Certification (Netherlands) – 0344 (MDR scope & IVDR 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 & IVDR 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. MDC Medical Device Certification (Germany) – 0483 (MDR scope)
19. MEDCERT (Germany) – 0482 (MDR scope)
20. NSAI (Ireland) – 0050 (MDR scope)
21. SGS Belgium NV (Belgium) – 1639 (MDR scope)
22. SGS FIMKO OY (Finland) – 0598 (MDR scope)
23. TÜV NORD CERT GmbH (Germany) – 0044 (MDR scope)
24. TÜV Rheinland Italia SRL (Italy) – 1936 (MDR scope)
25. TÜV Rheinland LGA (Germany) – 0197 (MDR scope & IVDR scope)
26. TÜV SÜD (Germany) – 0123 (MDR scope & IVDR scope)
27. UDEM Adriatic d.o.o. (Croatia) – 2696 (MDR 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
6. SGS United Kingdom Limited (UK) – 0120

In-country Focus
What are the lastest in healthcare policies today?

UNITED KINGDOM

Extra Care for You: An additional £60 million for adult social care over
January 2022

Minister for Care, Gillian Keegan, stated on December 29, 2021, that the
government would grant an additional £60 million to local authorities in January to
help the adult social care response to COVID-19. On top of the £388 million
infection control and testing fund that was announced earlier this year, the Adult
Social Care – Omicron Support Fund has been established. Adult social care
workers and individuals who provide care will benefit from an extra £60 million in
funding as Omicron cases continue to climb significantly throughout the UK.
Learn More

AUSTRALIA

Skin Care?: Limitations of Pulse Oximeters and the Effect of Skin
Pigmentation
Over or underestimating oxygen saturation may occur with pulse oximeters. Skin
pigmentation has long been recognized to have an impact on the measurement's
accuracy. Fitting the gadget correctly and maintaining and cleaning equipment are
two more issues that must be taken into consideration. Hyperoxia may go
unnoticed and untreated because pulse oximeters overestimate oxygen saturation
in patients with darker skin pigmentation.

Reduced quantities of oxygen

exacerbate these errors. Saturation levels at which key decisions are often made
about supplemental oxygen and hospital admission (SaO2 88-94 percent) are also
affected, with measures that are 3-4 percentage points above the actual oxygen
saturation (as determined by gold-standard arterial blood gases) more frequently
reported in darker-skinned people. People with medium skin tones may experience
effects that fall anywhere in the middle of the two extremes: darker and fairer.
There is a wide range of possible errors among devices, but there is not enough
information to allow the TGA to make particular recommendations
Learn More

SINGAPORE

Licensing of Private Ambulance Operators Under Services Act Are on Its
Way
Private ambulance services will be regulated as either Emergency Ambulance
Service (EAS) or Medical Transport Service (MTS) and registered under the
Healthcare Services Act (HCSA) which started on January 3, 2022, to protect the
safety and well-being of people needing ambulance services.
Learn More

UNITED STATES

Patient Matching Increased as HHS-Led Initiative Releases Unified
Specification for Patient Addresses in Health Care
For the first time, the U.S. Department of Health and Human Services’ (HHS)of
Office of the National Coordinator for Health Information Technology (ONC) has
produced a Project USA@ Technical Specification Final Version 1.0 with the help of
standards development organizations (SDOs) and health IT partners. An industrywide standard for the representation of patient addresses (mailing, physical,
billing, etc.) has been developed that might be used to enhance patient matching
in the health care business. Patient matching and, more especially, how patient
addresses are represented, have long been seen as key components of
countrywide interoperability and the nation's health IT system. We can see that
this project has wide industry support since there is a single cross-SDO definition.
A standard has been created, and ONC urges state and federal agencies, health
care providers and payers to consider adopting and implementing the final
specification now that it has been published.
Learn More

EUROPE

2022 EU4Health work programme adopted to invest over €835 million in
health
Today the Commission has adopted the second EU4Health work programme. In
2022, the EU4Health will continue to invest in building stronger, more resilient
health systems and pave the way for the European Health Union. With a budget of
over €835 million, the new work programme will provide an unparalleled level of
EU investment in health and ensure ambitious and decisive action in four focus
areas: crisis preparedness, disease prevention, health systems and healthcare
workforce, and digitalisation.The EU4Health Programme supports building a
European Health Union including the fight against COVID-19 pandemic, Europe’s
Beating Cancer Plan, and the Pharmaceutical Strategy for Europe, and the
European Health Emergency Preparedness and Response Authority (‘HERA’).The
programme will provide funding to eligible entities from Member States, associated
third countries, international organisations, NGOs and the private sector in the
form of grants or procurement of specific services. NGOs will be able to apply
through an open call for operating grants, as well as for action grants on various
topics. The European Commission and the Health and Digital Executive Agency
(HaDEA) will manage the programme
Learn More

Industry Insight
UNITED KINGDOM

Broadening the World of Glycoscience with Iceni Glycoscience
Due to growing evidence that carbohydrates have a role in illness, award-winning
platform company Iceni Glycoscience (previously Iceni Diagnostics) is expanding
its activities in the area of glycoscience (carbohydrate chemistry and biology). New
and better diagnostic methods are needed to combat infectious illness at a time
when coronavirus mutations are increasing and influenza (human, equine and
avian) cases are growing. Methods like glycoscience, which focus on viral binding
at the earliest stages of the virus's life cycle, are ideal because they can provide
data sooner, quicker, and more accurately. Because they do not need previous
knowledge of the virus structure, they may identify novel variations or mutations
significantly more quickly than assays that generally detect viral nucleic acids or
proteins.
Learn More

THAILAND

Packages on the Way: Thailand BOI Approves Extension of Policy
Measures
Investment acceleration, EEC incentive packages, and special incentive package
for Yothi Medical Innovation Zone, were all approved by the Board of Investment
(BOI) today. AIT and TISTR were also classified as science-and-technology zones.
The Board of Directors has authorized a one-year extension of current incentives to
expedite investment in large-scale projects in order to further boost investment
and drive economic recovery. In addition to the regular 5-8 years CIT exemption,
according to Ms. Duangjai, the project applications submitted by the end of 2022
would be eligible for an extra 50% CIT reduction for a period of 5 years.
Learn More

CHINA

Metastatic Non-Small Cell Lung Cancer Treatment: China NMPA Approves
Tislelizumab as Second- or Third-Line Treatment for Patients
Tislelizumab, an anti-PD-1 antibody, has been approved by the China National
Medical Products Administration (NMPA) as a second or third-line treatment for
patients with advanced or metastatic non-small cell lung cancer (NSCLC). In March
2021, the China NMPA approved a second application for tislelizumab in this
indication for consideration. Tislelizumab's new approval underlines BeiGene's
dedication to providing cutting-edge therapies to people in need, says the
company. Xiaobin Wu, Ph.D., President, Chief Operating Officer, and General
Manager of China at BeiGene, said that tislelizumab has the potential to reach and
help China's large patient population, and our science-based commercial team of
nearly 3,000 people in China is working to make it more widely available to those
who may benefit from this important immunotherapy. Our strategic oncology
relationship with Novartis is strengthening, and we are excited about the new
chances to make tislelizumab more widely available and to investigate its
therapeutic potential.
Learn More

SINGAPORE

New Facility for You: Prestige BioPharma Commences Construction of
Innovative Discovery Center (IDC) in Busan, Korea
Prestige

BioPharma

Limited

(PBP,

950210:

KRX),

a

Singapore-based

biopharmaceutical company with operations in the United States of America and
South Korea, announces the start of construction of the Innovative Discovery
Center (IDC) in Busan, South Korea. IDC is planned to open in February 2023. On
December 21, 2021, PBP held a groundbreaking ceremony attended by Korean
government officials and invited guests, including Deputy Mayor of Busan City Mr.
Yoon-il Kim, Director General for Investment Policy at the Ministry of Trade,
Industry, and Energy Mr. Jong-young Jung, and Head of the Development
Administration Division at the Busan-Jinhae Free Economic Zone Authority
(BJFEZA), Mr. Seokho Cha.
Learn More

"Design for manufacturing" is often used interchangeably with "do it later." Have you ever
wondered why something like this happens? This often occurs with startups for a very obvious
reason - are they in it for the long haul or are they aiming to exit? With this uncertainty, there
may be a reluctance to concentrate only on production, with the temptation always being to
outsource to bigger corporations and SMEs. The problem stems mainly from the typical 'siloed'
conduct of distinct departments.

Oftentimes, getting a product "ready for manufacturing" requires the use of a contract
manufacturer. This might also suggest that the product is manufactured in many locations to
meet the demands of distinct markets.
In any case, the maker is 'adrift.' Frequently, two critical concerns arise:
“How do I qualify a contract manufacturer? How do we know they are suitable for us?”
“How do I manage the contract manufacturer to consistently give us good quality products?”
Qualifying a contract manufacturer
Many have taken shortcuts in this due diligence approach throughout today's COVID-19
pandemic. Certain aspects of it, such as the company's profile and setup, supply chain
operations, product line, quality and regulatory certifications, and complaint management, may
indeed be remote.
However, there will always be areas in which an on-site visit is required for
- Verification of the documents provided earlier
- Looking at the placement of product, processes, and people
- Anything that may potentially be hidden away
- Asking questions not thought of
There are 4 key areas to check

- Company establishment (KYC – know your customer)
- Finance (financial position, shareholding)
- Resources (organisation chart, resource planning, training, and competence)
- Procurement (pricing, delivery, use of logistics partners)
- Quality (quality management system, product quality)

Because no contract manufacturer is really perfect, there will always be areas in which they
excel and places in which they fall short. The contract manufacturer's selection is based on
risk management, and this balance decides whether or not the contract manufacturer is
chosen.
Managing the contract manufacturer
Following an extensive examination
period, you have finally joined up.
What can we do to keep this bond
strong?
KPIs, promises and declarations of
conformance may all be determined
in a formal agreement signed with a
contract manufacturer.

The other option is co-developing them and reviewing them on a regular basis with your
contract manufacturer. Audits are always a good idea, but they are time-consuming,
expensive, and prone to error. Audits are useful when you have a pressing need to look into
something. Contract manufacturers can help medical device firms grow their presence in the
industry provided they have a thorough qualifying procedure and an effective management
structure in place.

Are you ready for a fun February? There are a lot of opportunities that await you across
different parts of the globe! S0, buckle up and we'll present to you the different events
you might want to participate in.
The Virtual 6th EAAR Annual Conference on

ICWMDS 2022: 16. International Conference

New Medical Device Regulations

on Wearable Medical Devices and Sensors

February 2-3, 2022 | 9:50 – 15:30 PM CET

February 17-18, 2022 | 12:00 PM GMT +1

MedicalAM 2022

23rd Medexpo Africa Tanzania 2022 - The

February 2-3, 2022 | Day 1 - 8:30 – 23:00

Medical & Healthcare Exhibition

PM | Day 2 - 9:00 – 16:45 PM | Edgbaston

February 17-19, 2022 | Diamond Jubilee Hall

Park Conference Centre, Birmingham, UK

Exhibition Centre, Dar es Salaam, Tanzania

Medical Device Trial Regulations, Quality

Healthcare Facilities & Capital

and Data Management

Equipment Summit

February 7 – 9, 2022 | Day 1 – 8:00 – 19: 45

February 20 – 23, 2022 | Day 1 – 15:00 –

PM | Day 2 – 7:15 -18: 40 PM | Day 3 – 7:15

18:00 PM EST | Day 2 – 7:00 – 19:00 PM

-14: 45 PM | Orlando, Florida

EST | Day 3 – 7:00 – 21:00 PM EST | Day 4
– 7:000 – 11:30 AM EST | Orlando, Florida

An Introduction to the Medical Device
Regulation

Digital Health Institute Summit

February 8-10, 2022 | London, United

February 21-22, 2022 | 9:00 – 18:00 PM

Kingdom

AEST

2022 Medical Device Submissions

Dubai International Pharmaceuticals and

Workshops

Technologies Conference and Exhibition

February 8 – March 2, 2022 | 11:00 -15:00

(DUPHAT)

PM EST

February 22-24, 2022 | Dubai World Trade
Center - Dubai International Convention and

Let's Talk MedTech
February 10, 2022 | 12:00 – 13:00 PM AEDT
15th Annual Florida Medical Device

Exhibition Centre (DICEC), United Arab
Emirates
Software Design for Medical Devices

Symposium
February 16-17, 2022 | 13:00 PM EST| St.
Petersburg Marriott Clearwater

(SDMD) Global
February 22-24, 2022 | Berlin, Germany

12600 Roosevelt Blvd North
St. Petersburg, Florida 33716
United States

We help medical technology companies with their product development, market launch
and to gain market entry in various countries. Learn more about US

Facebook

LinkedIn

Our mailing address is:
helpme@access2hc.com
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