
   

Half full of half empty? This is what the industry is feeling now
Let’s start the second half of 2019 with pieces of news from MedTech industry and healthcare

sector with our July issue.
Access-2-healthcare 's MEDTECH GATEWAY allows you to be closer in touch with the latest in

the Medical Technology Markets, Regulations, Policies in Medical Device Market.

Enjoy!

   

http://www.access2hc.com/
http://#FDA


Highlights

Regulatory Round-Up New FDA Labelling Guidance, Canadian Premarket Requirements for
Medical Device Cybersecurity, updates in EU and more

In-Country Focus  Germany joins EU-US GMP Mutual Recognition Pact, India Proposes Making
Marketers Responsible for Drug Product Quality and more

Industry Insights  New Apex test for Alzheimer’s disease, developing new home use blood
potassium test and more

Journey to Product Commercialisation 
"Scaling a Quality Management System From a 1-Person Company to a 10,000-Person

Company" ...more

Special Feature
 Thailand MDA 2019, Singapore Quality & Standards Partners Appreciation Event 2019... more

   

 USA:
 Untangling the FDA Labeling Guidances

Patient Labeling for Human Prescription Drug and Biological Products and Drug-Device and

Biologic-Device Combination Products Learn more

Drug Abuse and Dependence Section of Labeling for Human Prescription Drug and Biological

Products 

Learn more
   

   

   

AUSTRALIA:
Nudging ahead - TGA Details How Manufacturers Can Seek GMP Clearance

Prioritization 

   

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/instructions-use-patient-labeling-human-prescription-drug-and-biological-products-and-drug-device
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/drug-abuse-and-dependence-section-labeling-human-prescription-drug-and-biological-products-content


Learn more
Conformity Assessment Standard for Quality Management Systems) Order 2019

Learn more

   

   

   

   

CANADA:
The Xs and Os of Medical Device Cybersecurity 

On June 26, Health Canada’s new premarket requirements on medical device cybersecurity came

into effect. Learn more

Canadian Hospitals Take Charge of Device Adverse Event Reporting

To report medical device incidents within 30 days once the related guidance come into force on

16 December 2019. 

Learn more
   

   

   

   

Designated NBs
   

   

BSI (UK) 
 TÜV SÜD (Germany)

   

   

   

  

Recent Withdrawals
   

   

And a whole bunch of stuff in the EU!
EU's Notified Bodies Tracker

The transition deadline for the European Medical Devices Regulation (MDR 2017/745) will be here soon while the

list of NBs still keep changing.  We'll track the designated and withdrawn Notified Bodies as a permanent feature

https://www.tga.gov.au/sites/default/files/gmp-clearance-guidance.pdf
https://www.tga.gov.au/guidance-therapeutic-goods-conformity-assessment-standard-quality-management-systems-order-2019 https://www.raps.org/news-and-articles/news-articles/2019/6/asia-regulatory-roundup-tga-creates-guidance-on-d
https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/medical-devices/application-information/guidance-documents/cybersecurity-guidance.pdf https://www.raps.org/news-and-articles/news-articles/2019/6/premarket-requirements-for-medical-device-cybersec
https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/drugs-devices/guidance/Mandatory-reporting-hospitals-eng.pdf
https://www.bsigroup.com/en-IL/medical-devices/news-centre/enews/2019-enews/bsi-first-eu-notified-body-to-achieve-designation-to-the-medical-device-regulation/
https://www.tuev-sued.de/company/press/news/tuev-sued-becomes-second-notified-body-receiving-designation


QS Zürich (Switzerland)
UL International Ltd. (UK)

 Lloyd's Register Quality Assurance (UK)
   

   

What Would Make Regulatory Heads Roll?
MDCG 2019-7 Guidance on Article 15 of the Medical Device Regulation (MDR) and in vitro

Diagnostic Device Regulation (IVDR) regarding a "person responsible for regulatory compliance"

(PRRC) 

Learn more

Gentle Reminder to Sponsors to Publish Clinical Trial Results
The European Commission (EC), the European Medicines Agency (EMA) and the Heads of

Medicines Agencies (HMA) on Sponsors' obligation to make summaries of results of concluded
trials publicly available in the EU Clinical Trials Database Learn more

   

   

   

   

EC Cautions on MDR/IVDR Impact on Device Availability
In a 7-page factsheet, the European Commission acknowledged that the EU’s medical device

and in vitro diagnostic regulations (IVDR) “could have consequences for the availability of medical

devices for health institutions”, with the potential for some devices to"become temporarily

unavailable." Learn more

   

   

Do you have any particular questions or do you want to get industry expert insights about any of our
regulatory top? Perhaps you may want to reach out to us. 

   

https://www.quality-service.ch/en/
https://www.ul.com/news/ul-international-uk-ltd-nb-0843-medical-device-notified-body-ceasing-operation-uk
https://www.lr.org/en/latest-news/lloyds-register-withdraws-mdd-and-ivdd-services/
https://ec.europa.eu/docsroom/documents/36166?locale=en
https://www.ema.europa.eu/en/news/call-all-sponsors-publish-clinical-trial-results-eu-database
https://ec.europa.eu/docsroom/documents/35963?locale=en
mailto:helpme@access2hc.com?subject=Regulatory Help


   

 Germany Joins EU-US GMP Mutual Recognition Pact 
With the addition of Germany, and later Slovakia, the mutual recognition agreement for GMP

inspections between the US FDA and EU member states now covers inspections carried out by

regulators from all EU member states. Learn more

   

   

Fecal Transplant Policy Maintained Amid Safety Concerns in US
Believing that the existing safety requirements for applications to run fecal microbiota

for transplantation clinical trials in Germany are high, Germany’s Federal Institute for

Drugs and Medical Devices (BfArM) opted against following FDA by imposing

additional restrictions on the sector. Learn more

   INDIA

India Proposes Making Marketers Responsible for Drug Product Quality
A proposal would change the current system which a marketer can source a drug from a third-

party manufacturer and put it on the market without being responsible for the quality of the

   

   

   

  GERMANY
   

Law For Better Prescription Apps and Online Medical Consultants 
The draft Digitalisation and Innovation Act which has been approved will create a mandatory

digital network for the health sector and make it possible for patients and doctors to benefit from

health apps anywhere  Learn more

   

   

   

   

  JAPAN

Progenics Pharmaceuticals Announces Agreement with FUJIFILM Toyama Chemical Co.
for Automated Bone Scan Index (aBSI) Product in Japan

Progenics Pharmaceuticals, Inc., an oncology company developing innovative medicines and

artificial intelligence to find, fight, and follow cancer, today announced that EXINI, its owned

subsidiary, has entered into a transfer agreement with FUJIFILM Toyama Chemical Co, Ltd.

(FFTC) for the rights to Progenics’ Automated Bone Scan Index (aBSI) product in Japan for use

under the name BONENAVI. Learn more
   

   

   

   

   

https://www.ema.europa.eu/en/news/one-additional-country-benefit-eu-us-mutual-recognition-agreement-inspections
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RI/2019/RI-FMT.html
https://www.bundesgesundheitsministerium.de/digitale-versorgung-gesetz.html
https://www.globenewswire.com/news-release/2019/06/18/1870381/0/en/Progenics-Pharmaceuticals-Announces-Agreement-with-FUJIFILM-Toyama-Chemical-Co-for-Automated-Bone-Scan-Index-aBSI-Product-in-Japan.html


product.

Learn more

  CHINA

Good progress in Denmark-China collaboration
Good progress in Denmark-China collaborationThe joint steering group of the Danish-Chinese

inter-agency collaboration in the pharmaceutical area has approved a specific working plan for the

next couple of years’ activities in the Denmark-China inter-agency collaboration in the

pharmaceutical area.

Learn more

 New Apex test for Alzheimer’s Disease

Researchers from the National University of Singapore (NUS) have invented a new blood test
known as Amplified Plasmonic Exosome (Apex), capable of detecting a molecule that indicates

early-stage Alzheimer’s disease (AD). 
Learn more

   

   

 

   

   

   

  TAIWAN

Taiwan Economic and Culture Office in Miami attended the "2019 Miami Medical
Equipment and Rehabilitation Health Exhibition"

In this event, Qian Guanzhou, Director of the Cultural Office, was also invited to attend the 2019

"Taiwan Medical: Wonder of the World" Press Conference and Products Launch FIME 2019, and

met with the FIMETaiwan Pavilion Exhibitors.

Learn more
   

   

   

   

   

   

   

 

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDUxNQ==
https://laegemiddelstyrelsen.dk/en/news/2019/good-progress-in-denmark-china-collaboration/
https://www.taiwanembassy.org/usmia/post/7763.html
https://news.nus.edu.sg/research/groundbreaking-new-blood-test-alzheimers-disease


Developing Home Use Blood Potassium Level Test

Kalium, a Cambridge University spin out company, won the £25,000 Armourers & Brasiers
Venture Prize to support the commercialisation of its materials science research on

potassium test-kit. Learn more

   

Agiliti Acquires Zetta Medical Technologies

Agiliti, Inc. (“Agiliti”), a leading, nationwide provider of healthcare technology management and
service solutions, announced it has acquired Zetta Medical Technologies, LLC (“Zetta”), a

provider of medical imaging equipment services and parts, based in Lake Zurich, Ill. 
Learn more

   

   

   

Sanofi and Google to Develop New Healthcare Innovation Lab
The collaboration aims to change how new treatments are developed and will focus on three
key objectives: to better understand patients and diseases, to increase Sanofi’s operational
efficiency, and to improve the experience of Sanofi’s patients and customers. Learn more

   

   

   

   

   

   

JOURNEY TO PRODUCT COMMERCIALISATION
   

   
 

Quality Management System

https://www.armourershall.co.uk/venture-prize/previous-venture-prize-winners
https://www.bloomberg.com/press-releases/2019-07-08/agiliti-acquires-zetta-medical-technologies
https://www.sanofi.com/en/media-room/press-releases/2019/2019-06-18-07-00-00


Scaling a Quality Management System From a 1-Person Company to a 10,000-Person Company

 

We have previously written before that the main reason why standard operating
procedures exist other than for compliance reasons is to provide a framework
for new employee orientation, and to reduce conflict by providing objective
guidelines.

The core of the quality system is always the same (document / records control,
auditing, management review, corrective and preventive action, competency
development, quality plan / objectives / manual)  meanwhile the rest can be
different, depending on the:

scope of the QMS arising from the type of organisation in the Medtech value
chain,
range of products, 
number of sites or outsourced parties, and
number of Merger & Acquisitions.

All the above factors affects the number of employees. If the physical site and
company arrangement remains the same, but the number of employee increases,
the existing QMS is supposed to be sufficient. That is an indication of the
robustness of your QMS. 

The key is to maintain a ‘core’ group of QMS practitioners (starting from that one
founder of the company), and an effective competency development process
that is tied to the employee development plan of each employee.

Not only would you find a greater level of compliance, but also a better sense of
efficiency within the organisation.

   

Missed our product commercialisation advice from the last issues? 

Click to view: Concept I Funding I Prototype I QMS
   

   

https://www.access2hc.com/files/Nov 2017_Giving you the latest news and updates in the industry today.pdf
http://www.access2hc.com/files/A2HC_Medical Device Insights Issue 11 - May 2019.pdf
https://www.access2hc.com/files/Dec 2017_Giving you the latest news and updates in the industry today.pdf
https://www.access2hc.com/files/A2H_Jan 2018_Giving you the latest news and updates in the MD industry today %281%29.pdf


 Quality and Standards Partners Appreciation Event, Singapore

 Quality and Standards Partners' apprecia on lunch saw many folks from many sectors all

doing their part for hashtag standards development in Singapore. Our owner Ee Bin Liew

received the award for his outstanding contribu on to medical technology standards

development.  

 "Standards development's biggest challenge is consensus," Ee Bin reminiscenced. "Back 9 years
ago when I first got into standards development in ISO - Interna onal Organiza on for
Standardiza on it was a blur, trying to catch up with various perspec ves from other experts,
then gradually growing one's own perspec ve from the vast experience, before spi ng out a
comment or a suggestion for a clause in the draft standards. Then waiting months or even years
later for those lines that had been wri en or commented on to be realised in the released

standard".  
   

Medical Devices ASEAN 2019 (“MDA 2019”), Bangkok, Thailand

The 2nd Medical Device ASEAN was once again held in Impact Convention Hall in



Software QA Engineer - 
Medtech (Contract)

(Thailand)

Learn more

   

Local regulatory Expert
(Australia)

Bangkok,Thailand, welcoming a more diverse group of exhibitors from Japan, Taiwan, and Korea,
amongst other ASEAN exhibitors.  Various seminars, and workshops were also conducted along
the way.

   

Would You Like to Join Us?

As we are gradually expanding, we need talent like yourselves in our team to help the growth of the medical
technology industry and to provide access to healthcare to everyone. 

Contact to join us now!

https://angel.co/startups/2950137/job_listings/313612/edit


Learn more

Quality Systems Manager 
(Singapore)

Learn more

   

Supply Chain / 
Logistics Executive

(Indonesia)

Learn more

Facebook Twitter LinkedIn Photo Competition e-mail us

   

   

   

helps medical technology companies with their product development, market launch

and to gain market entry in various countries.

Learn more about us through our SlideShare

   

   

MISSED OUR LAST ISSUE?
In our last issues, we have gone through the top regulatory news of worldwide healthcare industry:
GS1's UDI guideline updates, IMDRF guidance on personalized devices and China Technical Guide for

electronic submission of medical device registration to name a few.
Click to view the JUNE 2019 newsletter

   

https://angel.co/startups/2950137/job_listings/209256/edit
https://angel.co/startups/2950137/job_listings/555728/edit
https://angel.co/startups/2950137/job_listings/555779/edit
http://www.access2hc.com/
https://www.slideshare.net/Access-2-Healthcare/access-2healthcare-company-introduction-deck-english-apr-2019
http://www.access2hc.com/files/Medical Device Insights- Issue 12 - June 2019.pdf
https://www.facebook.com/access2hc
https://www.facebook.com/access2hc
https://www.twitter.com/access2hc
https://www.twitter.com/access2hc
https://www.linkedin.com/company/6396330/
https://www.linkedin.com/company/6396330/
https://www.flickr.com/groups/a2hphotocompetition/pool/
https://www.flickr.com/groups/a2hphotocompetition/pool/
mailto:helpme@access2hc.com
mailto:helpme@access2hc.com

