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My Affair with Regulatory Affairs – 20 Years

Regulator Industry
Sakit Ulo kasi

“It’s Complicated”

The Deep Blue Sea
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About me...on a personal note... 
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About me...on a more serious note... 
• Drafted the ASEAN Medical Device Directive, ASEAN Common Submission Dossier Template

(CSDT)

• Head-of-Delegation (HoD) in the Medical Device Product Working Group (MDPWG)

• Secretariat to the ASEAN Medical Device Technical Committee (MDTC)

• Ex-Chair of Asia Harmonization Working Party (AHWP) Working Groups 1 (Pre-Market
Submission and CSDT) and 6 (Capacity Building and Regulatory Training)

• Liaison Member of Study Group 1, Global Harmonization Task Force (GHTF)

• Trainer to regulators/industry under capacity building programs

• Vice Chair, Capacity Building Working Group, APACMed

• Appointed lecturer for the Graduate and Advanced Certificate for Medical Devices Regulatory
Affairs Programmes from the National University of Singapore.

BSC (Honours) In Pharmacology MSC. In Biomedical Engineering
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Two Years into the COVID-19 Pandemic. Where are we now?

Source: WHO

Regulatory Agencies Role
Regulatory Agility
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Pandemic Dashboard
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COVID-19 and the Critical Role of Medtech

Copyright. Do not reproduce.



Business Use Only | 9

COVID-19 and the Critical Role of Medtech
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COVID-19 and the Critical Role of Medtech
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The Rise of Technological Advancements
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Technologies That Will Shape The Post-Virus World
• Crisis can either be a catalyst or can speed up changes that are 

on the way.

• It almost can serve as an accelerant.

• Robot That Conducts Swab Tests For Covid-19 Is Safe, Faster
And More Comfortable For Patients

• It reduces swabbers' risk of exposure to the virus and the need 
for training people, standardises the consistency of swabs 
taken, and increases the efficiency of conducting swab tests.

• This made-in-Singapore bot is the first that allows patients to fully 
control the swab process so they are more comfortable. Patients 
can activate and terminate the machine at will.
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A New Era for MedTech industry COVID-19 IS ACCELERATING THE RISE OF 
THE DIGITAL ECONOMY
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A New Era for MedTech industry

Chart space

“Digitally Transforming Practice"
Covid-19 pandemic: example teledentistry services satisfy the need 
for social distancing and minimize physical contact
Continuity of care: monitoring patients’ progress remotely to  
ensure their treatment is tracking to plan
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Singapore authorizes four COVID-19 antigen rapid test self-use kits
• HSA is working with the Ministry of 

Health (MOH) to make these tests 
widely available through designated 
local retail pharmacies.

• The Health Sciences Authority (HSA) in 
Singapore has granted interim 
authorization for four antigen rapid test 
self-test kits.

• These are antigen rapid tests (ARTs) that 
can be used by consumers (untrained 
lay-users) for self-testing to detect active 
SARS-CoV-2 infection in nasal swab 
samples. ARTs detect the viral proteins in 
the nasal swab samples of infected 
individuals and usually work best in the 
early stages of infection. ARTs can 
achieve a sensitivity of about 80% for 
cases with higher viral loads and a 
specificity range of 97-100%.
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Technological Agility: Fundamental Shifts in a Post Covid-19 World
COVID-19 has accelerated the following trends which are reshaping the future of healthcare.

Source: https://www.rsm.global/singapore/insights/our-expert-insights/beyond-covid-19-technological-advancements-healthcare
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Developing Talents and Making our Leaders Future ReadyHow Singapore is Embracing Innovative Technology and Robots in Healthcare

When COVID-19 evolved rapidly across the world, hospitals had to leverage 
new technologies, such as artificial intelligence (AI) and analytics, to develop 
tools that can be swiftly deployed, and enable teams to find new ways to 
combat the virus and manage the situation efficiently
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Developing Talents and Making our Leaders Future ReadyHarnessing Artificial Intelligence
• Doctors in Singapore developed an AI predictive tool to determine the likelihood of whether a patient 

has mild or severe pneumonia, based on chest x-ray images. 

• Intended use: Community- Acquired Pneumonia and COVID-19 Artificial Intelligence Predictive Engine 
(CAPE), this system alerts doctors to pneumonia patients who are likely to become critically ill.

Source: https://www.singhealth.com.sg/news/singapore-health/embracing-innovative-tech-and-robots-in-healthcare

• Predictive tool used to determine the 
likelihood of whether a patient has mild 
or severe pneumonia.

• The risk of patients requiring critical care 
can be calculated almost 
instantaneously. 

• Doctors at the emergency department 
and wards can receive an early warning 
for possible clinical deterioration, and 
prescribe the appropriate measures to 
improve patient outcomes.
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Developing Talents and Making our Leaders Future ReadyRobots on the Frontline

Source: https://www.singhealth.com.sg/news/singapore-health/embracing-innovative-tech-and-robots-in-healthcare

Meet the robots that have been on the frontlines of the 
COVID-19 battle, “SwabBot” and “temi”.
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Developing Talents and Making our Leader  Over The CounterAvailability of Antigen Rapid Test (ART) Self Test Kits

Source: TodayOnline, Yahoo News
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Catalyst for Regulatory Agility 

Varying 
Requirements

1

Basic Tenets of 
Regulatory Controls

2

Navigating Emergency 
Regulatory Mechanisms

3

• Formulate emergency exemption/approval pathways (sometimes called 
provisional/conditional approval) to allow fast access with limited preliminary 
clinical evidence and conditions attached to request for post-authorization 
submission of ongoing or additional safety and performance evidence. 

• Leveraging regulatory reliance models and/or authorizations from overseas 
reference authorities (such as those in IMDRF member countries or the WHO 
Emergency Use Listing procedure), to minimise duplication of efforts. 
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Enablers of Regulatory Agility in Philippines
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Enablers of Regulatory Agility in USA
Initiatives to speed up 
market access

Tenets of Regulatory Mechanisms

New Mechanism The key mechanism that the FDA is employing to facilitate the urgent need for 
medical products is the Emergency Use Authorization (EUA). EUAs allow the use of 
unapproved drugs and other medical products, or unapproved uses of those 
products in an emergency. 

Faster Review FDA is reviewing and granting EUAs in as little as 24 hours of receiving applications. 
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Enablers of Regulatory Agility in UK
Initiatives to speed up 
market access

Tenets of Regulatory Mechanisms

New Mechanism The MHRA may authorize manufacturers to supply a non-CE marked device in 
the interest of the protection of health (see here). This will be under 
regulations 12(5), 26(3) and 39(2) of the Medical Devices Regulations 2002, and 
is likely to be relevant for manufacturers of ventilators and PPE. The 
Department of Health and Social Care (DHSC) can grant its approval so that 
manufacturers may submit applications for exemption from the regulations to 
the MHRA. The DHSC may grant its approval regarding ventilators as long as 
they comply with the necessary minimum specifications which have been set 
out by the UK Government for ventilators.

Faster Review The focus has been on a faster review for medicines and medical devices that 
are related to COVID-19, and the UK's Medicines and Healthcare products 
Regulatory Agency (MHRA) may authorize manufacturers to supply a non-CE 
marked device in the interest of the protection of health.
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Enablers of Regulatory Agility in Australia

Initiatives to speed up 
market access

Tenets of Regulatory Mechanisms

New Mechanism • Relaxation from the requirement to obtain marketing approval for COVID-19 
diagnostic test kits imported by, supplied to or used by accredited pathology 
laboratories

• Relaxation in requirements to obtain marketing approval for certain other medical 
devices such as face masks, disposable gowns and protective eyewear that are 
supplied under a contract with the Australian Government for the purposes of the 
national stockpile;

• Relaxation of requirements (relating to marketing approval and other technical 
requirements), for ventilators manufactured in Australia in accordance with 
minimum technical requirements prescribed by the TGA, provided that such 
ventilators are only supplied to Australian hospitals; and

• Manufacture and supply of hand sanitizers.

Faster Review Expedited approvals for all medical devices associated with the detection, prevention 
and treatment of COVID-19.
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Enablers of Regulatory Agility in Japan
Initiatives to speed 
up market access

Tenets of Regulatory Mechanisms

New Mechanism • The government has introduced a subsidy to businesses which intend to make investment in facilities to manufacture 
surgical masks.

• MHLW announced measures to provide manufacturers in non-medical industries with easier access to the medical 
devices market to promote the manufacture of medical devices for COVID-19 (such as ventilators). The measures 
include the following:

• If a manufacturer manufactures only parts of medical devices and supply them to marketing authorization 
holders of such devices, regulatory procedures will not apply to such manufacturer.

• If a manufacturer is to be involved in assembly and other important manufacturing processes:
• regulatory registration as medical devices manufacturer will be handled on a priority and expedited basis; and
• a change to the product approval resulting from the addition of manufacturing sites will also be handled on a 

priority and expedited basis and physical QMS inspection of the manufacturing sites  will be conducted after the 
approval of such change.

Faster Review A foreign-manufactured test kit was approved as an IVD on 27 March on an expedited basis with a small amount of 
support data but subject to the condition that post-approval clinical assessment be conducted. 
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Enablers of Regulatory Agility in China

Initiatives to speed up 
market access

Tenets of Regulatory Mechanisms

New Mechanism • Emergency approvals have been available under existing regulations to allow expedited market access of medical devices if: (i) they are 
urgently needed for public health incidents; and (ii) there are no similar products marketed in China, or that any similar products 
marketed in China are insufficient to meet the particular urgent needs.

• Under the Opinions on the Urgent Importation of Unregistered Medical Devices issued by the NMPA on 27 January 2020, medical devices that 
are in compliance with relevant standards in the US, EU, Japan, Australia, Korea and Canada can be urgently imported during the COVID-19 
epidemic. Exemption of documents for import.

• In line with these emergency measures, the PRC Customs also set up a "green channel" under which donated medical devices that tare 
not registered or recorded in China can be released based on local MPA's approvals.

Faster Review Urgent approvals have been heavily utilized in response to the COVID-19 pandemic. Examples include the following:
a)In vitro testing reagents for COVID-19 virus: A total of 19 testing reagents had received urgent approvals as of 16 March 2020.
b)Hospital beds and isolating cabins: The Guangdong Medical Product Administration (MPA) granted conditional urgent approval for an 
isolating hospital bed and the Jiangsu MPA granted conditional urgent approval for an isolating cabin, both for use in preventing and 
controlling the spread of COVID-19. In the case of Guangdong, the approval was granted within three days from filing.
c)Medical masks and protective clothing: As of 24 February 2020, 153 medical masks and 93 medical protective clothes had been urgently 
approved.
It is worth noting that for personal protective equipment such as masks and protective clothing, the production has stabilized in China and 
some provincial-level MPAs have already stopped accepting applications for urgent approvals.
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Enablers of Regulatory Agility in Singapore

Initiatives to speed up 
market access

Tenets of Regulatory Mechanisms

New Mechanism From 31 January 2020, importers of the following medical devices will not require an importer's licence from HSA:
• Surgical masks;
• Particulate respirators (e.g. N95 masks);
• Thermometers for measuring human body temperature; and
• Any protective gear for medical professionals (e.g. isolation gowns and gloves).

Importers of such medical devices for commercial purposes (and not personal use) will only need to notify HSA of their 
intentionat least 24 hours before importation, and provide information on the brand and quantity of the devices to be 
imported into Singapore. 

The HSA has also implemented greater regulatory flexibility to manage the increase in demand for respiratory devices for 
COVID-19 patients. 

The Pandemic Special Access Route (PSAR) is an interim authorization to supply an "emergency medical device" under 
regulation 13C of the Health Products (Medical Devices) Regulations.

Faster Review HSA has created an alternative regulatory pathway where registrants will not need to undergo the standard change 
notification process for upgrades or modifications made to registered ventilators and accompanying accessories that do 
not create undue risk to users, or for registration of new models of accessories for use with the registered ventilators. 
Registrants may implement these changes without waiting for HSA’s approval.
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In Summary

Source: https://www.greenlight.guru/blog/author/jon-speer

• MedTech continues to evolve and develop 
a risk-based Covid-19 Response Plan

• How to qualify for emergency use 
authorization?

• Enhance collaboration amongst 
stakeholders to enable regulatory agility
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Embracing the Future: Role of RA Professionals like ikaw at ako

Source: https://www.greenlight.guru/blog/author/jon-speer

Anticipate
Agility
Resilience
Empathy
Collaboration
Advocacy

Game 
Changer
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Disclaimer

The information provided in this presentation represents the personal opinions of the Speaker and does not
necessarily represent the opinions of his employer. The information is not intended as legal or regulatory
advice, as specific advice often turns on specific facts. Companies relying on the information do so at their own
risk and assume the risk of any subsequent liability that results from relying on the information.
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