WHO Medical Devices May 2020, Newsletter

Dear colleagues,

Please find below information on related to COVID-19 technical documents
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-

guidance

All technical guidance by topic

Critical preparedness, Survelllance, rapid response National laboratories
readiness and response teams, and case investigation
actions for COVID-19

Country-level coordination, Clinical care Infection prevention and
planning, and monitoring control / WASH

The Unity Studies: Early Essential resource planning Guidance for schools,
Investigations Protocols workplaces & institutions

Risk communication and Virus origin/Reducing animal- Points of entry / mass
community engagement human transmission gatherings

Naming the coronavirus Humanitarian operations, Health workers

disease (COVID-19) camps, refugees/migrants in
non-camps and other fragile
settings

1. Priority medical devices for COVID management

WHO has developed several tools, which can be found at:
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-
guidance/covid-19-critical-items



https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/covid-19-critical-items
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/covid-19-critical-items

1. the List of Priority Medical Devices for COVID, describes the medical devices, the
purpose and the settings where it can be used.
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2. Emergency supply catalogue

Emergency Global Supplies Catalogue(COVID-19)
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3. Recently launched the COVID-19 essential Supplies forecasting tool
(1stMay 2020)
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4. For personal protective Equipment:

Rational use of personal protective equipment for coronavirus disease (COVID-
19)

This document summarizes WHO’s recommendations for the rational use of personal
protective equipment (PPE) in health care and home care settings, as well as during the
handling of cargo; it also assesses the current disruption of the global supply chain and
considerations for decision making during severe shortages of PPE. This updated
version includes a section on considerations for decision making processes and a
summary of temporary measures in the context of severe PPE shortage.

- Access the publication (6 April 2020)

Table with standards

m:z::;al Healthcare Medical mask, good breathability, i_ntern_al and external faces should be :Eg;n‘ﬁ;gprﬁ.:frﬁm Level 1
worker EEanvEenliE or equivalent
Made of clear plastic and provides good visibility to both the wearer and the = EU PPE Regulation 2016/425,
patient, Adjustable band to attach firmly around the head and fit snuggly » EN 166,
Face shield against the forehead, Fog resistant (preferable), Completely cover the sides = ANSI/ISEA Z87 .1,
and length of the face, May be re-usable (made of robust material which can | or demonstrate equivalent set of
be cleaned and disinfected) or disposable. standards
= Minimum "N95" respirator according to,
Particulate respirator, N95 or FFP2 respirator, or higher under NIOSH 42 CFR 84,
grade NS5/FFP2 or Good breathability with design that does not collapse against the mouth (e.g. | = Minimum "FFP2" according to EN 149
higher duckbill, cup-shaped) or demonstrate equivalent set of
standards

Please find attached latest guidance released by FDA on the types of masks, this
supersedes the document released 25 of March,
https://www.fda.gov/media/136449/download



https://apps.who.int/iris/bitstream/handle/10665/331695/WHO-2019-nCov-IPC_PPE_use-2020.3-eng.pdf
https://www.fda.gov/media/136449/download

5. For in vitro diagnostics

Laboratory testing guidance:
https://www.who.int/emergencies/diseases/novel-coronavirus-2019 /technical-
guidance/laboratory-guidance

WHO Emergency Use Listing (EUL) for in vitro diagnostics.
Currently, the following IVDs are eligible for EUL submission:
e Assays for the detection of SARS-CoV-2 nucleic acid; and
e Rapid diagnostic tests for the detection of IgM /IgG to SARS-CoV-2
e All information can be found:
https://www.who.int/diagnostics laboratory/EUL/en/

The EUL procedure is developed to expedite the availability of [VDs needed in public
health emergency situations.

It is intended to assist interested procurement agencies and Member States on the
suitability for use of a specific IVD, based on a minimum set of available quality,
safety, and performance data.

Up to 24 of April the following products have been approved by WHO.
g’@ World Health
WY Organization
WHO Emergency Use Listing for SARS-CoV-2 in vitro diagnostic products

Last update: 24 April 2020

Date Listed Product name Product code(s) Manufacturer
cobas SARS-CoV-2 Qualitative assay for
03 April 2020 use on the cobas 6800/8800 Systems 09175431190 and 09175440190 Roche Molecular Systems, Inc.
I
07 April 2020 ok "y“’“‘“" Ltd COVID-19 genesig Real-Time PCR |, 1, covip-19-CE Primerdesign Ltd.
09 April 2020 |Abbott Realtime SARS-CoV-2 09N77-090 and 09N77-080 Abbott Molecular Inc.
24 Apnil 2020 PerkinElmer SARS-CoV-2 Real-ime RT-PCR Assay SY580 SYM-BIO LiveScience Co., Lid

Final Public Reports to be posted on the website once completed

End of document
6. Clinical Management of patients
https://www.who.int/emergencies/diseases/novel-coronavirus-2019 /technical-
guidance/patient-management

7. For SARI treatment centers
- Access the publication (28 March 2020)

8. For manufacturers:

WHO is conducting an high-level market and risk assessment for respiratory
equipment.

link to participate in the survey.

9. On Innovation

If you have Innovative product (approved for emergency use, or commercially
available), that might help COVID, please complete the WHO SURVEY at:
https://extranet.who.int/dataform/396376 so that your product could be assessed for
COVID-19 compendia



https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/laboratory-guidance
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/laboratory-guidance
https://www.who.int/diagnostics_laboratory/EUL/en/
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/patient-management
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/patient-management
https://www.who.int/publications-detail/severe-acute-respiratory-infections-treatment-centre
https://extranet.who.int/dataformv3/index.php/754894?lang=en.
https://extranet.who.int/dataform/396376

Questions to: techinnovation@who.int, related past compendia of innovative
technologies can be found at: https://www.who.int/medical devices/innovation/en/
Other sites of interest for innovation, some will provide grants for development or :
Bill and Melinda Gates Foundation information
https://www.gatesfoundation.org/TheOptimist/coronavirus

Unitaid’s Executive Board today approved up to US$ 30 million for work against COVID-
19, authorizing Unitaid to contribute its expertise in innovative treatment, diagnostics
and respiratory triage tools to a global pandemic response.

Global innovations exchange https://covid19innovations.org/

Grand Challenges Canada https://www.grandchallenges.ca/

UN Innovation network https://www.uninnovation.network/

Innovation call Islamic Development Bank: https://www.isdb-
engage.org/en/challenge/call-for-innovation-via-transform-fund-2020

10. Data update by country

For COVID

In the context of COVID-19, availability of essential equipment to provide oxygen and
respiratory therapy to all countries, especially those that may have limitations in
accessing global markets, is of utmost importance.

WHO has developed a COVID-19 Biomedical Equipment Inventory Tool (survey) whose
aim is to collect facility data on the availability of biomedical equipment (oxygen,
accessories and consumables) and ventilators at the country level. These data can serve
to inform planning and readiness, at facilities and in-country, as well as to inform
WHO's global COVID-19 Supply Chain System of existing capacity so that appropriate
equipment gets sent to where it can be absorbed, and in an equitable manner.

WHO has a team assembled at HQ to support countries and willing participants to
conduct the survey at facilities in-country, which can be completed electronically via the
web or by using a free “app” (SurveyCTO platform), or using a paper survey with an
excel spreadsheet “roll-up”. We are encouraging countries to complete this survey in
order help inform country-level planning, as well as to reduce burden on incredibly
stretched global supply chain systems, which are in a current shift towards a WHO-led
consortium.

The COVID-19 Biomedical Equipment Inventory Tool can be found attached. Of note,
WHO is in full support of initiatives already under way to this effect, and encourages
data sharing to HQ to ensure appropriate allocation.

Please contact COVID-MED-DEVICES@who.int for support in implementing the survey,
including leveraging existing survey initiatives, as well as if you are willing to
participate.

Update of Global Atlas country data,

https://www.who.int/medical devices/countries/en


mailto:techinnovation@who.int
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Furldefense.proofpoint.com%2Fv2%2Furl%3Fu%3Dhttps-3A__nam12.safelinks.protection.outlook.com_-3Furl-3Dhttps-253A-252F-252Fwww.who.int-252Fmedical-5Fdevices-252Finnovation-252Fen-252F-26data-3D02-257C01-257CVMcBride-2540AdvaMed.org-257C95a4d8f8767d43bd34e108d7daff6ec1-257C97eb9e6f7f7349c9a55d57aba9d88792-257C0-257C0-257C637218662947775411-26sdata-3DHj6MKrmWe-252FoD3PspWs5Z6lsIX13kJMQsD2CNQdVOh3s-253D-26reserved-3D0%26d%3DDwMF-g%26c%3DgpuSFaNGsjdDda5BI0ZeaEm2nP8Ww9_P8WSpnwHlazk%26r%3Dk-Pf9a7WH1w3UoUJxjZ_XGUZUXxfGQjhPl0xxeOk1QY%26m%3DFDA2zjlCHtOcwoh7_j7HUNzjAg8gu3Qo-IqrUvjufAs%26s%3DCqve8OkvnttwLxhMCB4OCmyjddT41IaYOaGh1gHIHJY%26e%3D&data=02%7C01%7CRIves%40AdvaMed.org%7Cdf48a40a57484a91de6f08d7db051b9e%7C97eb9e6f7f7349c9a55d57aba9d88792%7C0%7C0%7C637218687393010666&sdata=O9AfOIqcoL1SsA7a0046Sz5eJg7al2Pgb%2BZFyO4Mdzk%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Furldefense.proofpoint.com%2Fv2%2Furl%3Fu%3Dhttps-3A__nam12.safelinks.protection.outlook.com_-3Furl-3Dhttps-253A-252F-252Fwww.gatesfoundation.org-252FTheOptimist-252Fcoronavirus-26data-3D02-257C01-257CVMcBride-2540AdvaMed.org-257C95a4d8f8767d43bd34e108d7daff6ec1-257C97eb9e6f7f7349c9a55d57aba9d88792-257C0-257C0-257C637218662947785406-26sdata-3Dp-252BGzMQUI7VkrmVOtzsUTzg4lZkohe41EWQaTzVZ1RPk-253D-26reserved-3D0%26d%3DDwMF-g%26c%3DgpuSFaNGsjdDda5BI0ZeaEm2nP8Ww9_P8WSpnwHlazk%26r%3Dk-Pf9a7WH1w3UoUJxjZ_XGUZUXxfGQjhPl0xxeOk1QY%26m%3DFDA2zjlCHtOcwoh7_j7HUNzjAg8gu3Qo-IqrUvjufAs%26s%3DkwHnpGURWkgi5FlbN6pMECUWNPwnVhZyNZdbWTMkw4c%26e%3D&data=02%7C01%7CRIves%40AdvaMed.org%7Cdf48a40a57484a91de6f08d7db051b9e%7C97eb9e6f7f7349c9a55d57aba9d88792%7C0%7C0%7C637218687393020669&sdata=SpS%2FgpCScsPB8%2BAQITOT12DiNRqXzGu1Uj6wmeWu9kY%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Furldefense.proofpoint.com%2Fv2%2Furl%3Fu%3Dhttps-3A__nam12.safelinks.protection.outlook.com_-3Furl-3Dhttps-253A-252F-252Funitaid.org-252Fnews-2Dblog-252Fwith-2Dspecial-2Dinvestment-2Dunitaid-2Dbolsters-2Dcovid-2D19-2Dresponse-252F-2523en-26data-3D02-257C01-257CVMcBride-2540AdvaMed.org-257C95a4d8f8767d43bd34e108d7daff6ec1-257C97eb9e6f7f7349c9a55d57aba9d88792-257C0-257C0-257C637218662947785406-26sdata-3DqIt4hlOJUpl-252Bg3oZOyofgXIY11N9sLCDO-252B2YhYsCkZU-253D-26reserved-3D0%26d%3DDwMF-g%26c%3DgpuSFaNGsjdDda5BI0ZeaEm2nP8Ww9_P8WSpnwHlazk%26r%3Dk-Pf9a7WH1w3UoUJxjZ_XGUZUXxfGQjhPl0xxeOk1QY%26m%3DFDA2zjlCHtOcwoh7_j7HUNzjAg8gu3Qo-IqrUvjufAs%26s%3Dqegtafspu3EgAWFnf2JWoHLFXAzCQsvD7K-kL1TmFww%26e%3D&data=02%7C01%7CRIves%40AdvaMed.org%7Cdf48a40a57484a91de6f08d7db051b9e%7C97eb9e6f7f7349c9a55d57aba9d88792%7C0%7C0%7C637218687393020669&sdata=fPanbuCpUhhVPdXCobdgrAAJN40qVkDoLoTXJI5QFNY%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Furldefense.proofpoint.com%2Fv2%2Furl%3Fu%3Dhttps-3A__nam12.safelinks.protection.outlook.com_-3Furl-3Dhttps-253A-252F-252Funitaid.org-252Fnews-2Dblog-252Fwith-2Dspecial-2Dinvestment-2Dunitaid-2Dbolsters-2Dcovid-2D19-2Dresponse-252F-2523en-26data-3D02-257C01-257CVMcBride-2540AdvaMed.org-257C95a4d8f8767d43bd34e108d7daff6ec1-257C97eb9e6f7f7349c9a55d57aba9d88792-257C0-257C0-257C637218662947785406-26sdata-3DqIt4hlOJUpl-252Bg3oZOyofgXIY11N9sLCDO-252B2YhYsCkZU-253D-26reserved-3D0%26d%3DDwMF-g%26c%3DgpuSFaNGsjdDda5BI0ZeaEm2nP8Ww9_P8WSpnwHlazk%26r%3Dk-Pf9a7WH1w3UoUJxjZ_XGUZUXxfGQjhPl0xxeOk1QY%26m%3DFDA2zjlCHtOcwoh7_j7HUNzjAg8gu3Qo-IqrUvjufAs%26s%3Dqegtafspu3EgAWFnf2JWoHLFXAzCQsvD7K-kL1TmFww%26e%3D&data=02%7C01%7CRIves%40AdvaMed.org%7Cdf48a40a57484a91de6f08d7db051b9e%7C97eb9e6f7f7349c9a55d57aba9d88792%7C0%7C0%7C637218687393020669&sdata=fPanbuCpUhhVPdXCobdgrAAJN40qVkDoLoTXJI5QFNY%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Furldefense.proofpoint.com%2Fv2%2Furl%3Fu%3Dhttps-3A__nam12.safelinks.protection.outlook.com_-3Furl-3Dhttps-253A-252F-252Fcovid19innovations.org-252F-26data-3D02-257C01-257CVMcBride-2540AdvaMed.org-257C95a4d8f8767d43bd34e108d7daff6ec1-257C97eb9e6f7f7349c9a55d57aba9d88792-257C0-257C0-257C637218662947795408-26sdata-3D87k6ccyAu91HrGCoK-252BA5DBcM0h2I9I-252BhIU6pzLBWU48-253D-26reserved-3D0%26d%3DDwMF-g%26c%3DgpuSFaNGsjdDda5BI0ZeaEm2nP8Ww9_P8WSpnwHlazk%26r%3Dk-Pf9a7WH1w3UoUJxjZ_XGUZUXxfGQjhPl0xxeOk1QY%26m%3DFDA2zjlCHtOcwoh7_j7HUNzjAg8gu3Qo-IqrUvjufAs%26s%3Dz1vGa9ZkUOmwxARBGLtXbvt4wbgZ2ZIyFe_9J98RBX8%26e%3D&data=02%7C01%7CRIves%40AdvaMed.org%7Cdf48a40a57484a91de6f08d7db051b9e%7C97eb9e6f7f7349c9a55d57aba9d88792%7C0%7C0%7C637218687393030663&sdata=YjhzMW03UTzNf8yGkGsMZ4JVgfnFQw4bq%2BygcHRGz%2B8%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Furldefense.proofpoint.com%2Fv2%2Furl%3Fu%3Dhttps-3A__nam12.safelinks.protection.outlook.com_-3Furl-3Dhttps-253A-252F-252Fwww.grandchallenges.ca-252F-26data-3D02-257C01-257CVMcBride-2540AdvaMed.org-257C95a4d8f8767d43bd34e108d7daff6ec1-257C97eb9e6f7f7349c9a55d57aba9d88792-257C0-257C0-257C637218662947805398-26sdata-3D9u8w6KjoXLLqSsVzIPi38afbtFkV03toJ1Ijanhy-252B1w-253D-26reserved-3D0%26d%3DDwMF-g%26c%3DgpuSFaNGsjdDda5BI0ZeaEm2nP8Ww9_P8WSpnwHlazk%26r%3Dk-Pf9a7WH1w3UoUJxjZ_XGUZUXxfGQjhPl0xxeOk1QY%26m%3DFDA2zjlCHtOcwoh7_j7HUNzjAg8gu3Qo-IqrUvjufAs%26s%3Dg3lo2KWsfxobf2xeFXTzoi4yBn_-jN4_S21xWyscGJI%26e%3D&data=02%7C01%7CRIves%40AdvaMed.org%7Cdf48a40a57484a91de6f08d7db051b9e%7C97eb9e6f7f7349c9a55d57aba9d88792%7C0%7C0%7C637218687393040661&sdata=2bDVTzkSGySUBPzWbxhYv4R8WmdVV84m791WA1j8LtY%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Furldefense.proofpoint.com%2Fv2%2Furl%3Fu%3Dhttps-3A__nam12.safelinks.protection.outlook.com_-3Furl-3Dhttps-253A-252F-252Fwww.uninnovation.network-252F-26data-3D02-257C01-257CVMcBride-2540AdvaMed.org-257C95a4d8f8767d43bd34e108d7daff6ec1-257C97eb9e6f7f7349c9a55d57aba9d88792-257C0-257C0-257C637218662947805398-26sdata-3DQ4wz6QVyZ33fWpz7zJ-252BhK5OM9KpVtVTQRA9jtU8tJIg-253D-26reserved-3D0%26d%3DDwMF-g%26c%3DgpuSFaNGsjdDda5BI0ZeaEm2nP8Ww9_P8WSpnwHlazk%26r%3Dk-Pf9a7WH1w3UoUJxjZ_XGUZUXxfGQjhPl0xxeOk1QY%26m%3DFDA2zjlCHtOcwoh7_j7HUNzjAg8gu3Qo-IqrUvjufAs%26s%3D38HVXX3Ool4y8U0O7etElW7e6WNwMI1JeHjehgBzRFo%26e%3D&data=02%7C01%7CRIves%40AdvaMed.org%7Cdf48a40a57484a91de6f08d7db051b9e%7C97eb9e6f7f7349c9a55d57aba9d88792%7C0%7C0%7C637218687393040661&sdata=4SN4OIUpMBYQcpmOpEMJ1vSZHjAN7DgA%2BDUTu3fDYt4%3D&reserved=0
https://www.isdb-engage.org/en/challenge/call-for-innovation-via-transform-fund-2020
https://www.isdb-engage.org/en/challenge/call-for-innovation-via-transform-fund-2020
mailto:COVID-MED-DEVICES@who.int
https://www.who.int/medical_devices/countries/en/

Update of the Global Atlas: The last version of the Global Atlas for medical devices was
published in 2017, and the update of information for the next printed version is
planned for 2020.

We kindly request your help to bring-up-to-date the figures of each country. Each
request for edition needs to be sent to medicaldevices@who.int.

1. CED IFMBE WHO and CED are partnering together to host a series of COVID19
Critical Topic 1-hour Townhalls in May.

1. WHO - CED Critical COVID19 Topics Townhall: Oxygen Delivery Systems, Tuesday,
5 May, 2:00-3:00 pm CET Geneva time; first in a series of expected Critical Topic
Townhalls throughout May
More information at https://ced.ifmbe.org/blog/covid19-resources.html

https://ced.ifmbe.org/blog/who-ced-covid19-townhalls.html

,L IFMBE R

Who are Clinical Engineers?

COVID-19: Resources for Clinical Engineers

Register:
https://us02web.zoom.us/webinar/register/WN MhkdUp9qQZClrpkbi5G Iw
Date Topic
14:00-15:00 Geneva time
Tuesday, May 5 Oxygen Systems
Friday, May 8 Masks, Respirators, and Face Shields
Tuesday, May 12 CPAP/BIPAP
Friday, May 15 Pulse oximeters
Tuesday, May 19 Ventilators



https://www.who.int/medical_devices/publications/global_atlas_meddev2017/en/
mailto:medicaldevices@who.int
https://ced.ifmbe.org/blog/covid19-resources.html
https://ced.ifmbe.org/blog/who-ced-covid19-townhalls.html
https://us02web.zoom.us/webinar/register/WN_MhkdUp9qQZClrpkbi5G_lw

Other topics will follow

2. ISR. Guidance on the use of imaging for COVID

ISR COVID-19
RESOURCES FOR
RADIOLOGISTS

View More

3. Humatem, has agreed to translate to French COVID documents and disseminate to
member

5. GMTA and DITTA have been providing information of manufacturers to have
discussions in WHO

4. IFHE and IFMBE are supporting the work on Respiratory care units

Practical manual to set up and manage a SARI treatment centre and a SARI screening
- Access the publication (28 March 2020)

WHO Access to COVID -19 Tools (act) Accelerator launch event transcript

https://www.who.int/news-room/detail/24-04-2020-global-leaders-unite-to-ensure-
everyone-everywhere-can-access-new-vaccines-tests-and-treatments-for-covid-19

The information presented above has been developed by various departments in WHO
and integrated for your information in this newsletter.

In case you want To join this list, , please send an email to:LISTSERV@Ilistserv.who.int
with the words: SUBSCRIBE WHOMEDICALDEVICES in the body of the message

You can access all past newsletters.

Any questions please address to covid-med-devices@who.int

PLEASE STAY SAFE!!


https://www.isradiology.org/
https://www.who.int/publications-detail/severe-acute-respiratory-infections-treatment-centre
https://www.who.int/docs/default-source/coronaviruse/transcripts/transcript-who-actlaunch-24apr2020.pdf?sfvrsn=45977318_2
https://www.who.int/news-room/detail/24-04-2020-global-leaders-unite-to-ensure-everyone-everywhere-can-access-new-vaccines-tests-and-treatments-for-covid-19
https://www.who.int/news-room/detail/24-04-2020-global-leaders-unite-to-ensure-everyone-everywhere-can-access-new-vaccines-tests-and-treatments-for-covid-19
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