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The COVID-19 pandemic is changing medical device

design and development in unprecedented ways. COVID Toolkit Quick Links
These hurdles can pose downstream challenges that .
may impact regulatory submissions and subsequent Regulatory Agencies COVID Tools

market approval. Non-profit Groups COVID Tools
We have prepared a toolkit to access up-to-date

resources from regulatory agencies and non-profit Articles about COVID Impact

groups. Contact WI

We would be happy to discuss any challenges you are
facing during this time and how we can help.

Regulatory Agencies

US Food and Drug Administration (FDA)

COVID-19 Guidance

Medical Devices COVID-19 Page

Medical Devices COVID-19 Guidance

COVID-19 Emergency Use Authorizations for Medical
Devices

. Registration and Listing of Medical Devices during COVID-19
Pandemic

Py U.S. FOOD & DRUG

ADMIMISTRATION

European Commission

European . COVID-19 Landing Page
- Commission ° EU MDR Postponed to 26 May 2021
° COVID-19 Data, Regulations, Guidelines

Australian Government Department of Health & Therapeutic
., Australian Government Goods Administration (TGA)

D rt t of Health . - . . . .
epartment o Hea . Guidance on clinical trials for institutions, HRECs,
researchers and sponsors.

Health Canada

I*I Gfgem“c';ent . Management of clinical trials during the COVID-19 pandemic:
of L-anada Notice to clinical trial sponsors
o COVID-19-related Medical Devices



https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/covid-19-related-guidance-documents-industry-fda-staff-and-other-stakeholders
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/coronavirus-covid-19-and-medical-devices
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/coronavirus-covid-19-and-medical-devices#guidance
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#covidothermeddev
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#covidothermeddev
https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/registration-and-listing-medical-devices-during-covid-19-pandemic
https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/registration-and-listing-medical-devices-during-covid-19-pandemic
https://ec.europa.eu/info/live-work-travel-eu/health/coronavirus-response_en
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2020.130.01.0018.01.ENG&toc=OJ:L:2020:130:TOC
https://ec.europa.eu/info/research-and-innovation/research-area/health-research-and-innovation/coronavirus-research-and-innovation/data-regulations-guidelines_en
https://www1.health.gov.au/internet/main/publishing.nsf/Content/Clinical-Trials
https://www1.health.gov.au/internet/main/publishing.nsf/Content/Clinical-Trials
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/announcements/management-clinical-trials-during-covid-19-pandemic.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/announcements/management-clinical-trials-during-covid-19-pandemic.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/covid19-industry/medical-devices.html

Medicines and Healthcare products Regulatory Agency (MHRA,
United Kingdom)

ﬁ, nes & Health duct o COVID-19 Guidance on regulatory flexibilities, clinical trials,
Reauiatons Adogy T Produets inspections and good practice, and medicines during the
coronavirus outbreak.
. Medical Devices Clinical Investigations during COVID-19
outbreak
o COVID-19-related Medical Device Topics
Information from other agencies is available on the International
K:lVJRA Coalition of Medicines Regulatory Authorities (ICMRA)

° COVID-19 page

Non-profit Groups

MedBoard

. COVID-19 Medical Devices and Diagnostics regulations, guidance, Med Boa rd

and notices from various authorities

Medical Devices Intelligence & More

Regulatory Affairs Professionals Society (RAPS)

. RAPS COVID-19 Resource Center REGULATORY AFFAIRS
RAP PROFESSIONALS SOCIETY

Clinical Trials Transformation Initiative (CTTI)

. COVID-19 Clinical Trials Issues page
. Spreadsheet of all COVID-19 related clinical studies listed on h» CLINICAL

Clinicaltrials.gov < TRIALS
. Best practices document for conducting trials during the pandemic <> TRANSFORMATION
] Free webinars on engaging minority patient populations, switching > INITIATIVE

to virtual visits, and designing high quality trials.

Articles

For general clinical research:
. Conducting Clinical Research During the COVID-19 Pandemic: Protecting Scientific Integrity. JAMA.
2020;324(1):33-34.
. Clinical Trials During COVID-19: Updates from FDA, MHRA and TGA. Regulatory Focus

For medical regulations in the EU:
. Regulating drugs, medical devices, and diagnostic tests in the European Union: early lessons from the
COVID-19 pandemic? European Heart Journal. Volume 41, Issue 23, 14 June 2020, Pages 2140-2144.

For COVID-19-specifc medicinal and medical device products:

. COVID-19: Regulatory Landscape of Medicinal and Medical Device Products for Human Use. Clinical
Therapy. 2020 Aug;42(8):1444-1450.

Please click the button below to learn more about WI and how our level of expertise and individualized service sets
us apart.
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https://www.gov.uk/government/collections/mhra-guidance-on-coronavirus-covid-19
https://www.gov.uk/guidance/medical-devices-clinical-investigations-during-the-coronavirus-covid-19-outbreak
https://www.gov.uk/guidance/medical-devices-clinical-investigations-during-the-coronavirus-covid-19-outbreak
https://www.gov.uk/government/collections/mhra-guidance-on-coronavirus-covid-19#medical-devices
http://www.icmra.info/drupal/en/covid-19
https://www.medboardco.com/covid19/new-regulations-guidance-notices-rules/
https://www.medboardco.com/covid19/new-regulations-guidance-notices-rules/
https://www.raps.org/website/covid-19-resources
https://www.ctti-clinicaltrials.org/projects/clinical-trials-issues-related-covid-19
https://aact.ctti-clinicaltrials.org/covid_19
https://www.ctti-clinicaltrials.org/sites/www.ctti-clinicaltrials.org/files/best_practices_for_conducting_trials_during_covid_041320.pdf
https://www.ctti-clinicaltrials.org/briefing-room/webinars/engaging-racial-and-ethnic-minority-patient-populations-covid-19-clinical
https://www.ctti-clinicaltrials.org/briefing-room/webinars/adapting-clinical-trials-during-covid-19-solutions-switching-remote-and
https://www.ctti-clinicaltrials.org/briefing-room/webinars/adapting-clinical-trials-during-covid-19-solutions-switching-remote-and
https://www.ctti-clinicaltrials.org/briefing-room/webinars/designing-high-quality-covid-19-treatment-trials
https://jamanetwork.com/journals/jama/fullarticle/2766778
https://www.raps.org/news-and-articles/news-articles/2020/4/clinical-trials-during-covid-19-updates-from-fda-m
https://academic.oup.com/eurheartj/article/41/23/2140/5859120
https://academic.oup.com/eurheartj/article/41/23/2140/5859120
https://www.clinicaltherapeutics.com/article/S0149-2918(20)30324-6/fulltext
https://www.whitsellinnovations.com/
https://www.whitsellinnovations.com/

