
F A C T S

There is documentation

circulating in the UK stating

FDA approval for the

reprocessing of face masks

using various technologies.

This FDA approval is not

legally recognised in the UK .

Any approvals should be

sought from the UK

authorities.

T H E  U K  P O S I T I O N
 
In the UK face masks can typically be grouped into two
categories; patient use (Medical Device) and worker use
(PPE). Both masks carry jurisdictions but by different
authorities and governing bodies. The IDSc are unable
to comment on PPE, as it is not a Medical Device and is
therefore out of the remit of our Institute.
 
In the context of the Covid-19 threat, the MHRA or any
other UK regulatory body has not issued an exemption
to the Regulations for single-use medical devices or
PPE to be reprocessed.  The MHRA will  not consider
such applications until they and all those concerned in
DHSC, HSE, healthcare, public health and the devolved
administrations are satisfied that the scientific
evidence and processes involved have been validated
and examined with the upmost scrutiny to ensure the
health and safety of all involved.  Consideration to any
authorisation continues at pace. 
The mask manufacturer’s instructions for use shall
continue to be followed and  COVID-19: infection
prevention and control (IPC) guidance. 
 
https://www.gov.uk/government/publications/wuha
n-novel-coronavirus-infection-prevention-and-
control/managing-shortages-in-personal-protective-
equipment-ppe
 

I N T R O D U C T I O N

 
In the context of the current Covid-19 global outbreak, 
the demand for personal protective equipment (‘PPE’)
such as face masks, gloves, protective coveralls or
eyewear protection, as well as for medical devices such
as surgical masks, exploration gloves and some gowns,
has seen an exponential growth. It is being extensively
publicised that there is a global shortage of adequate
PPE.  China is the world’s biggest producer of
facemasks with their normal daily capacity of medical
masks sitting at 20 million pieces, while the capacity
for the more advanced FFP2/N95 masks is normally
around 200,000 pieces; based on working to
a normal demand. With the manufacturing
restrictions in China earlier this year and the limited
flights leaving Hong Kong; there are concerns about
not being able to meet the demand.

In regards to reprocessing

Class I Face Masks; Sterile

Services Departments should

currently be working within

the scope of their notified

body certification and not

deviating from that. 

Face masks are designated as

PPE when worn by hospital

staff not Medical Devices.

Advice should be sought from

BEIS and HSE prior to re-

purposing these.

Reprocessing Single
Use PPE/Medical
Devices
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