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Introduction 

Respiratory infections have long been a recognised hazard of working within healthcare 
settings. The principal concern of healthcare legislation and healthcare employers has 
been the protection of patients who are likely to be vulnerable to such infections, with 
precautions designed accordingly.  

Prior to the COVID-19 pandemic, regulators regarded instances of harm to healthcare 
workers from pathogens spread by the respiratory route of transmission (such as 
influenza, SARS coronaviruses, Respiratory Syncytial Virus [RSV] etc.) as having been 
relatively rare. This perspective requires revision as a result of the acute and long-term 
impact of COVID-19 on healthcare workers.   

As a consequence of this, healthcare workers and their employers had a great degree of 
familiarity with medical devices designed to protect patients against respiratory infection 
by healthcare workers and, indeed, protective equipment designed to protect against 
contact, ingestion and bloodborne routes. However, awareness of controls to prevent 
respiratory infection of healthcare workers via the inhalation route has not been as 
widespread.  

Medical devices designed to prevent the wearer from passing on infections to others are 
typically described as “source control,” because they restrict the source of infection by 
creating a barrier between the infected wearer and the sterile environment. These 
devices, like surgical masks, are not personally protective, but interrupt the transmission 
of infection by reducing the risk that an infected person will pass the infection by creating 
a barrier to reduce the number of particles, droplets and splashes they might release 
from their mouth and nose. 

The COVID-19 pandemic was, understandably for many, the first time that they were 
required to deploy or use apparatus designed to protect healthcare workers themselves 
against inhalation of pathogens. Equipment designed to protect the wearer against 
infection by inhalable pathogens is “respiratory protective equipment” (RPE), a type of 
personal protective equipment (PPE) designed to reduce (or eliminate) the risk of 
inhalation of infected particles. Examples of RPE include FFP3, FFP2 (and N95) 
respirators1 which work by the wearer of a respirator drawing in air through filters 
designed to remove infected particles from the air, and powered filtering respirators  
which deliver filtered air to the wearer’s breathing zone via a hood.  

Understandable confusion has developed between surgical masks (source control) and 
respirators (wearer personal protection). Both have a role in the reduction of infection 

 
1 The COVID-19 pandemic placed extreme pressures on healthcare in relation to the availability of Personal Protective Equipment. As a result, a variety 

of Infection Prevention and Control methods and PPE was deployed to enable employers to try to attempt to protect workers and patients from the risks 
of infection. Health and safety legislation does not allow for a formal process of ‘derogation’, in the same way that medical device legislation does. HSE 
agreed that N95 respirators were a suitable substitute for FFP2 respirators. HSE also agreed that FFP2 could be used instead of FFP3, if there was a 
shortage of FFP3s. At the request of Government, HSE agreed to allow non-CE marked respirators onto the market, subject to the supplier/importer being 
able to prove equivalent levels of protection to CE-marked products, in what was called a regulatory ‘easement’.  
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prevention and control (IPC), both are worn on the face, both are termed as “PPE” in the 
National Infection Prevention and Control Manual (NIPCM) and both were recommended 
by Government and Healthcare Bodies for the control of transmission of COVID-19 at 
various times and in various places during the pandemic. However, each has a very 
di^erent function and their use is directed as part of two di^erent systems of legal 
obligations.  

• Surgical masks are devices for use in furtherance of patient safety, as outlined by 
the Health and Social Care Act 2008. Failure to follow these duties may result in 
regulatory intervention against a healthcare provider by the Care Quality 
Commission in England and disciplinary action against a healthcare worker in 
breach. 

• RPE is used to protect workers against infection in furtherance of duties under the 
Health and Safety at Work Act etc 1974. Breach of duties by an employer is a 
criminal o^ence, enforceable by the Health and Safety Executive. It is also a 
criminal o^ence for a worker not to comply with these duties and could also result 
in disciplinary action against a healthcare worker in breach.  

The purpose of this guidance note is to ensure that employers and healthcare workers 
can have a clear understanding of the di^erences between medical devices used as 
source control, particularly surgical masks, and RPE, particularly filtering facepiece 
respirators used as wearer personal protection.  

This guidance does not express opinions as to the suitability of each type of device to 
control specific risks arising from specific pathogens. However, it is a legal requirement 
in either case that, when determining the suitability of a device to provide control, 
reference is made to the manufacturer’s instructions. In addition, when using each type 
of device, scientific and technical guidance produced by the relevant regulator must be 
followed. In practice this means that, when using surgical masks as source control (to 
protect the sterile environment), the Infection Prevention and Control Manual should be 
followed, as well as any technical and scientific guidance. When using RPE to protect the 
safety of the wearer, the HSE’s guidance should be followed, as well as any specific 
technical and scientific guidance.  

The IPC regulatory regime is open to clinical interpretation and a wider range of 
professional discretion using dynamic risk assessment. However, once it has been 
determined that other methods cannot completely protect a worker against a substance 
hazardous to health, necessitating the use of RPE, the COSHH Regulations and 
accompanying o^icial guidance and codes of practice should be followed.  

The hierarchy of controls including segregation, ventilation etc is not, however, to be 
taken as being an order of priority or preference. If any control, whether through 
segregation, barrier controls, ventilation, leaves any risk of exposure of an individual 
worker to a respiratory hazard, then so far as it is reasonably practicable, RPE must be 
provided and worn in line with health and safety regulations. This is not a consideration 
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that is made after the implementation of other controls and where there is evidence of 
actual control failure, but a decision that needs to be made at the stage of an initial risk 
assessment and the identification of practicable controls.  

Thus, while good general ventilation and source controls such as masks may reduce 
respirable risk, these measures may not reduce the risk to individuals of inhaling 
hazardous infectious pathogens, e.g. at close quarters or where the infection is 
transmitted to some degree by smaller airborne droplets known as aerosols. Such a 
residual risk of infection, while reduced by other interventions higher up the hierarchy of 
controls, would require the use of RPE as part of the system of controls to meet the 
expected threshold under COSHH. 

When considering the relative merits of surgical masks and RPE, the primary purpose of 
either type of device must not be overlooked. Surgical masks aim to contribute to a 
reduction in overall infections for patients and workers. Failures in adherence and the 
e^ectiveness of the device in achieving this is a regulatory performance issue. 
Respirators  protect the wearer against respiratory exposure to infective agents.  

Training on duties in relation to respiratory protection and the management of RPE has 
not been widespread through the health service. There has also been some confusion in 
Government bodies as to who has regulatory oversight of RPE in the health service as well 
as the applicable science. 

In 2024, the World Health Organisation (WHO), recognising a global need for greater 
clarity, reviewed the approach to respiratory infection and control. The new approach 
recommended by WHO has not been incorporated into UK IPC guidance but is entirely 
consistent with UK Health and Safety Law. 

This guide aims to help employers and worker representatives with a clear statement to 
outline the di^erences between medical devices used in IPC (such as the Type IIR mask) 
on the one hand and RPE on the other. It aims to outline how compliance with IPC 
measures may not automatically equate to COSHH compliance. Similarly, compliance 
with COSHH may not necessarily meet IPC standards. 

 

 

Legal Duties 

Healthcare workers and employers will rightly focus on the safe and e^ective provision 
of patient care for patients. This is the central concern of the Health and Social Care Act, 
which creates the architecture for IPC. The central aim of this Act is to ensure that the 
environment is managed e^ectively to prevent the transmission of infections and that 
healthcare workers do not inadvertently act as agents for transmission, either because 
of insu^icient hygiene precautions, or because they are themselves infected and could 
therefore infect others. 
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The Act sets out principled requirements for bodies inspectable by the Care Quality 
Commission Health and Social Care Act 2008: code of practice on the prevention and 
control of infections and related guidance - GOV.UK. The Code states:  

 “However, the code is not mandatory so registered providers do not by law have 
to comply with the code. A registered provider may be able to demonstrate that it 
meets the regulations in a di^erent way (equivalent or better) from that described 
in this document.” 

It further states:  

“The code does not replace the requirement to comply with any other legislation 
that applies to health and social care services; for example, the Health and Safety 
at Work Act 1974 and the Control of Substances Hazardous to Health Regulations 
2002.” 

All healthcare governance bodies, with responsibilities for guiding employees and 
patients, as well as employing organisations have legal duties under Health and Safety 
law. This arises, among other legal duties, in section 2 (1) of the Health and Safety at Work 
Act. 

(1) It shall be the duty of every employer to ensure, so far as is reasonably 
practicable, the health, safety and welfare at work of all his employees.  

Section 3(1) extends the duty to third parties. 

Therefore, the following considerations should be kept in mind when formulating 
guidance, rules, training, protocols and procedures which have an impact on health and 
safety (as they relate to the use of surgical masks and respirators): 

1) The overriding legal duty is to protect the health and safety of employees, as well 
as others for  whom an undertaking will impact (including patients, service users, 
contractors and visitors); 

2) Considerations should not be driven by whether someone has a patient-facing or 
clinical function, is an employee, is in one healthcare setting or another, but 
should be focused on the risk to that person of exposure to substances hazardous 
to their health; 

3) Guidance which may be evidence-based in relation to the reduction of infectious 
risk, which uses administrative methods or medical devices to reduce risk, is a  
useful element of the hierarchy of controls. However, if there is a residual risk of 
workers being exposed to hazardous substances, then so far as reasonably 
practicable, approved RPE must be provided to eliminate that risk. 

4) Terminologies, such as “PPE ensemble” and the casual description of medical 
devices, or fluid resistant surgical masks as “PPE”, should be avoided. Only 
equipment designed and tested as personal protective equipment, in line with the 
appropriate standards and which has been determined to adequately  control the 
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exposure and which is suitable for the wearer and their work, will be compliant 
with legal duties. 

COSHH vs IPC 

Keeping infectious agents out of healthcare areas is di^icult. The historic challenges of 
controlling healthcare acquired infections have led to the current complex infrastructure 
to help ensure patient safety. Patients and service users may be vulnerable to biological 
hazards that would not be a concern for a healthy person exposed to an infectious agent. 
For this reason, quite rightly, there is a great emphasis placed on ensuring that healthcare 
workers do not become the inadvertent agents of the spread of pathogens. 

The governance and infrastructure of healthcare institutions in the UK is framed by this 
focus when it comes to IPC. In many contexts, by maintaining good IPC standards, for 
example sterile environments, good hygiene and the use of bespoke medical devices, 
healthcare workers will also be protected from exposure. 

However, there should not be an automatic assumption that maintaining acceptable and 
practicable standards of IPC will meet the threshold for protecting workers from exposure 
as required by COSHH. Equally, standard PPE measures for the control of exposures to 
workers, such as the use of respirators with exhalation valves, which may compromise 
the health and safety of others, may need to be re-thought. 

The inter-relationship between IPC practices and COSHH practices may seem confusing. 
When considered in the context of other concepts, such as the hierarchy of controls, this 
confusion can escalate further. The use of the same terminology which means di^erent 
things in two di^erent regulatory systems can be even more confusing. 

To explain further, consider this: 

1) To prevent the transmission of a pathogen which may be very hazardous to a 
patient, but not unduly hazardous to a worker, there may be a range of options. It 
may be accepted that the nature of work that a person does, brings a high 
probability of infection because of the patients cared for or the role undertaken. If 
the worker is infected: they may be sent home; deployed away from dealing with 
certain high-risk patients; be provided with source control equipment (such as 
surgical masks); or may be immunised so that an infection does not develop in 
them that can be transmitted further. All of these approaches may be entirely 
lawful when considering the practicability of preventing exposure to infection. 
However, all of these IPC measures still allow the healthcare worker to be 
infected. The exposure is entirely lawful in IPC terms and can be defensible in 
COSHH terms if the benefit of completely preventing exposure of the healthcare 
worker is greatly outweighed by the sacrifice the healthcare provider would have 
to make to protect the worker. 

2) To prevent a pathogen which is directly hazardous to the worker as well as to 
patients, a di^erent approach may be required. If exposing the worker to a 
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pathogen may have serious and irreversible impact on their health, then the 
options outlined above would not be lawful.  
 
Every e^ort should be made to exclude the pathogen from the place of work. If this 
is not possible,  engineered controls, not dependent on individuals for their 
e^ectiveness, should be deployed, e.g. negative pressure treatment areas or 
highly e^ective ventilation. It would be relatively unusual for a designed solution 
such as this to work on its own, since compliance by healthcare workers with 
protocols, such as who is allowed into such a controlled area, need to be in place.  
These “administrative controls” rely on compliance and people management. 
Finally, however, there will be circumstances where a worker cannot benefit from 
the protection of the engineered control because, for example, they are providing 
close quarter care. In these instances, rather than controlling the environment or 
access to the environment, the focus on controlling the risk must be on protecting 
the person.  
 
PPE is highly dependent on its correct selection, its correct use and management. 
Importantly, the PPE must be suitable to meet the needs of the person, e.g. a 
person’s physical characteristics such as size and shape (also face size and shape 
with regard to face seal of FFPs) and the type of work that they do. The suitability 
of PPE requires a thorough risk assessment (as outlined in HSE guidance, for 
example), careful consideration, planning and analysis. What works for one 
person may not work for another. As well as being suitable, PPE needs to 
adequately protect the wearer so far as is reasonably practicable from the risk of 
hazardous exposure. This means that the device itself should be designed to be 
capable of providing a specified degree of protection (as defined in applicable UK 
designated standards).  
 
It is therefore paramount that all the factors of how PPE may be compromised are 
considered and appropriately managed. In some ways, this is common sense. A 
firefighter may attend a fire and may be exposed to flames, fumes, oxygen 
deprivation, toxic dust, falling debris, heat exhaustion and a range of other risks. 
When determining the appropriate PPE, all the potential risks need to be protected 
against so far as reasonably practicable. If the respirator protects against toxic 
dust but does not protect against oxygen deprivation, the hazard is not controlled. 
The same applies to the control of infectious pathogens. Biological hazards can 
be transmitted via an oral/faecal route, or bloodborne routes, by droplet, fluid 
splashes, airborne particles or any combination.  
 
COSHH requires all possible routes of exposure to be controlled. Thus, for 
infectious diseases, all possible routes of transmission need to be considered 
unless the level of risk being protected against is marginal compared to the 
sacrifice required to achieve adequate  control. Thus, while a face visor may 
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protect the mucosa from splashes and therefore control a deposition route to 
infection, it will not control the risk of inhalation of airborne pathogens which may 
cause infection.  
 
Even if the predominant route of infection is by fluid splashes, if there is another 
transmission route (e.g. inhalation) and the pathogen is hazardous to health via 
inhalation, then infection via the inhalation route must also be adequately 
controlled. That is the legal requirement of COSHH. By contrast, from an IPC point 
of view, it may be viewed that infection transmission can be most e^ectively 
reduced by focusing on the predominant mode of transmission and using other 
measures, such as the removal of infected sta^ from the roster.  
 
These di^ering approaches represent a fundamental di^erence in the tolerance 
of risk of infection of individual healthcare workers. The former focuses on the 
reduction of the risk of exposure for each worker so far as reasonably practicable, 
whereas the latter looks at the impact in overall infection transmission within the 
healthcare setting, often with a priority on the extent of patient risk, balanced 
against operational delivery. 

FRSM vs FFP3 

The COVID-19 pandemic and the COVID-19 Inquiry has brought into sharp contrast 
fundamental misunderstandings about IPC measures and COSHH measures. This is 
typified by ongoing debates about the relative roles of Type IIR Fluid Resistant Surgical 
Masks (FRSMs) and Filtering Facepiece Respirators - level 3 (FFP3s). Both devices have 
roles within both the achievement of IPC and COSHH outcomes, but in quite di^erent 
ways. 

Sometimes the debate is unhelpfully abbreviated to “masks” vs “respirators”. Even this 
simplification is fraught with danger. Conflating all masks together (whether or not they 
are fluid resistant) would be problematic. Similarly, conflating FFP1 (low level protection), 
FFP2/N95 (higher level protection) and FFP3 (or N99, the US equivalent of FFP3)  is not 
helpful. Each provides a di^erent level of filtration and consequent protection. In WHO 
documentation,  NHS research material and submissions to the COVID-19 Inquiry, 
evidence about the e^ectiveness of masks vs respirators which conflates these devices 
and equipment has caused confusion which undermines legal compliance. 

FRSMs are, unhelpfully, described as Personal Protective Equipment in the NIPCM. This 
is incorrect both in law and in practical terms. This incorrect designation of FRSMs as PPE 
or RPE is commonplace within NHS literature and perpetuates a dangerous and illegal 
inaccuracy. The only respiratory protective equipment designated as such for the 
protection against biological agents is the FFP3 or another respirator type with the same 
assigned protection factor (APF) (e.g. reusable ‘elastomeric’ respirators or powered 
hoods with the appropriate filter). 
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This is because, while both are worn about the face and both have a role in the prevention 
of infection, they are very di^erent things. In very simple terms, these are the distinctions. 

• FFP3s are designed and tested to filter respirable and inhaled particles (including 
viral and other pathogens). The whole device aims to protect the wearer from 
anything but the smallest level of exposure, provided it is selected and used 
correctly. 
 

• FRSMs are designed and tested to create a barrier to exhaled bacteria in droplets 
and to be made of material which resists pressurised artificial blood. The e^ect is 
to reduce the risk of the wearer’s exhaled breath contaminating a sterile 
environment with bacteria. It also creates a barrier for the wearer against splash 
contamination by liquids around the nose and mouth, if worn correctly.  

(From a technical and legal perspective, the di^erences are summarised below in 
Annex I.) 

The di^erences between the underpinning design and operation of FRSM and FFP3 (a 
barrier and a filter; exhalation and inhalation; droplets containing bacteria and respirable 
viral particles such as aerosols; protecting others and protecting the wearer) must make 
it clear that these are two very di^erent types of devices designed for two very di^erent 
purposes. 

In terms of IPC, the premise of an FRSM is that the wearer may be infected with a 
pathogen transmitted by larger droplets and that the barrier can protect against those 
droplets having an uninterrupted trajectory into a sterile environment or onto a patient. 
They may also present a barrier to splashes and droplets that have a trajectory towards 
the wearer’s mouth and nose. In that respect, they operate almost the same as a visor 
barrier or screen. They can provide a vital break in human-human transmission 
probability, especially where there is a significant role for pathogen transmission by direct 
deposition of fluids in splashes or droplets.  

This is a barrier method of protection, but anything that can circumvent the barrier, such 
as a particle suspended in the air, can compromise its role as a protective device. Inhaled 
respirable particles are therefore inherently capable of getting drawn in through the gaps 
between the mask and the wearer. FRSMs are not tightly fitted to the face (and are not 
designed to be) because the fluid resistant material would also make breathing very 
di^icult. The reason for the general requirement of fit testing of RPE is that leakages due 
to poor seals defeat the very fine filtration design. 

FRSMs, as barriers, belong elsewhere in the hierarchy of controls when dealing with 
respiratory risk, because they do not provide adequate control to prevent the inhalation 
of infectious particles. They are not designed to do so and to provide them for that 
purpose would be in breach of COSHH. That does not mean that high mask adherence 
cannot reduce the risk of transmission of a pathogen which has a deposition 
transmission route.  
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However, their e^ective performance in reducing infection by pathogens such as 
influenza, even in vitro testing by HSE, will seldom achieve beyond 40%. Providing an 
employee with a device that only protects them to that level for a hazardous pathogen 
would be insu^icient and there would be a requirement, in the absence of other highly 
e^ective controls, to also provide recognised RPE in order to be legally compliant. 

FFP3s are made of complex filtering material designed to remove 99% of inhalable and 
respirable particles. Of course, they only work as a filter if they are tightly fitted to the face, 
otherwise they cannot provide that extremely fine filtering as contaminated air will leak 
into the breathing space through gaps in the face seal. 

Many FFP3s are fitted with exhalation valves. This makes them largely unsuited to 
protecting the sterile environment against the risks posed by the wearer if they are 
infected with a pathogen which could be transmitted by fluids, direct deposition or 
condensates of respirable particles. Therefore, while valved FFPs protect the wearer from 
respiratory risk, they may not provide an e^ective IPC control, if the wearer is infected. 

Not all FFP3s will meet the impermeability standards for Type IIR FRSMs either, 
potentially presenting a risk for a fluid-based infection. If there is a risk of wicking of 
infectious fluid, then an FFP respirator with fluid resistant properties would be 
appropriate. 

The very limited availability of unvalved FFP3 respirators, with fluid resistant properties, 
capable of achieving an e^ective fit to faces of healthcare workers during the pandemic 
reflected a failure to have a secure supply or stockpile of adequate (i.e. designed to 
achieve the right level of protection) and suitable (i.e. fits the person and works in the 
context of their activity) RPE. In the context of the pandemic, this lack of availability 
meant that it may not have in all circumstances been reasonably practicable to meet the 
standards expected in COSHH while those shortages persisted.  

FFP3 respirators with certified fluid resistance (Type IIR), which are designed in vitro to 
filter 99% of respirable particles, were certified as an alternative to FRSMs to provide IPC 
control in the same way as FRSMs.  

The preponderance of citations in NHS literature (as to the relative e^ectiveness of masks 
against respirators in the control of infection) are derived from overseas studies and 
almost exclusively consider comparisons with N95 filtering facepieces. N95 respirators 
are equivalent to FFP2 respirators in the UK, which would not be deemed to provide 
adequate control of respirable particles under UK law.  

Clinical studies almost never record the extent to which face fit requirement for N95s has 
been implemented, meaning the deployment of respirators may not meet the UK’s 
standards for testing suitability of the equipment to the wearer.  

The apparent lack of technical understanding of these fundamental RPE principles by 
reviewing authors means studies such as The role of respirators and surgical masks in 
mitigating the transmission of SARS-CoV-2 in healthcare settings need to be read with 
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caution, especially when considering the appropriateness of equipment for the purposes 
of respiratory protection. 

These studies have been cited by bodies such as the UK Health Security Agency to 
provide only limited evidence that N95s were more e^ective in controlling infection 
transmission and/or wearer protection. However, few (if any) conclusions can be drawn 
from them about FFP3 performance within UK healthcare settings.  

In determining the question of duties, the matter is clearer. Where there is a risk of 
exposure of a worker to a significant respiratory hazard which cannot be controlled by 
other means, including the use of medical devices such as FRSMs, then adequate and 
suitable RPE must be provided. 

Adequate RPE for biological agents is RPE designed to reduce  exposure risk to as low as 
it is reasonably practicable to do so. Thus, if there is a transmission route involving 
inhalable respiratory particles such as aerosols, even if a contact transmission route is 
predominant, then that risk has to be reduced by the use of an FFP3 or equivalent. That 
is one leg of the legal duty on employers. 

However, the RPE also needs to be selected so as to be capable of delivering the designed 
protection, i.e. that it is suitable. This means that the device fits the intended wearer, and 
that it can be worn without disturbance in the working conditions the wearer is likely to 
encounter. That is the second leg of the duty of the employers. 

Thus, if an employer provides RPE but it does not fit (the intended wearer(s)) or is not 
appropriate for the working conditions within which it is used, the employer cannot 
abandon the use of RPE in favour of another control, such as barrier, if it is known that it 
would not provide as e^ective a control as suitable RPE. 

In order for RPE to become licensed for use, it needs to meet a range of stringent tests, 
which consider and address the potential for failure in a range of workplace 
environments.  

If RPE fails to achieve the levels of protection it is designed to achieve in healthcare 
settings, then this is an indication of the failure of the employer to ensure that RPE has 
been correctly managed to ensure that it achieves its designed protective capability.  

This undoubtedly a breach of Health and Safety law. Such a breach must be remedied by 
finding adequate and suitable alternative RPE with the required Assigned Protection 
Factor such as powered filtering respirators (as well as instituting other measures from 
the hierarchy of controls to reduce residual risk). Such other measures may include using 
barrier (engineering) controls, such as FRSMs. However, FRSMs have never been 
considered either adequate or suitable equipment for protection against inhalable or 
respirable risks under COSHH.   
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Annex I 

 Type IIR Surgical Mask 
(FRSM) 

Filtering Face Piece Respirator 
3 (FFP3) 

Purpose Certified medical device 
designed to protect 
people other than the 
wearer by preservation of 
sterile space 

Approved respiratory protective 
equipment  designed to protect 
wearer from residual risk of 
infection through the filtration of 
airborne particles and the 
provision of a tight seal to the 
wearer’s face 

Mechanical function Barrier  Filter and face seal 
Applicable law Devices are regulated 

under the Medical 
Devices Regulations 
2002 (SI 2002 No 618, as 
amended) 
(UK MDR 2002), 
implementing Directive 
93/42/EEC on medical 
devices (EU MDD) 
 

Control of Substances Hazardous 
to Health Regulations 2002 
(COSHH) 
Regulation 7(9)(b) 
Regulation 2016/425 and the 
Personal Protective Equipment at 
Work Regulations 1992 

Regulator Medicines and 
Healthcare Products 
Regulatory Agency 
(MHRA) 

O^ice for Product Safety and 
Standards (OPSS) {Standards} 
Health and Safety Executive 
(HSE) {Approvals and 
enforcement} 

Legal requirement May be used only as a 
device to assist in 
reducing infection risk. 
Cannot legally be 
supplied as respiratory 
protective equipment. 

Must be used in line with 
standards outlined within 
regulations on the proper use of 
respiratory protective equipment 
when single use RPE with 
Assigned Protection Faction of 20 
or more required. 

Standard BS EN 14683:2025 
specifies the 
construction, design, 
performance, and testing 
for medical masks  that 
prevent infective agents 
from being transmitted 
from sta^ to patients to 
sta^ during medical 
settings. 

BS EN 149 standard defines 
performance requirements for 
three classes of particle-
filtering half masks: FFP1, FFP2 
and FFP3.  
 
 

Pathogen test Bacteria-filtering 
e^ectiveness only 

Particles, including viruses and 
other respirable particles 

COSHH and Healthcare Respiratory Protection 
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https://url.avanan.click/v2/r02/___http://www.legislation.gov.uk/uksi/2002/618/contents/made___.YXAxZTpib2hzOmE6bzozZDI2OGU1MWMwMGVlNzRlOWNiZWQxZjkwNzU4YjMyMjo3Ojk3MDc6N2E5NzU3ZmM2MmIwNjIzMjBkZDMyMjBjNGY1NDI1ZjFkYTk3MWZiMjAzMDI2MTc0ZjU1ODJjMzIwZTQ4NTczNzpwOlQ6Rg
https://url.avanan.click/v2/r02/___http://www.legislation.gov.uk/uksi/2002/618/contents/made___.YXAxZTpib2hzOmE6bzozZDI2OGU1MWMwMGVlNzRlOWNiZWQxZjkwNzU4YjMyMjo3Ojk3MDc6N2E5NzU3ZmM2MmIwNjIzMjBkZDMyMjBjNGY1NDI1ZjFkYTk3MWZiMjAzMDI2MTc0ZjU1ODJjMzIwZTQ4NTczNzpwOlQ6Rg
https://url.avanan.click/v2/r02/___http://www.legislation.gov.uk/uksi/2002/618/contents/made___.YXAxZTpib2hzOmE6bzozZDI2OGU1MWMwMGVlNzRlOWNiZWQxZjkwNzU4YjMyMjo3Ojk3MDc6N2E5NzU3ZmM2MmIwNjIzMjBkZDMyMjBjNGY1NDI1ZjFkYTk3MWZiMjAzMDI2MTc0ZjU1ODJjMzIwZTQ4NTczNzpwOlQ6Rg
https://url.avanan.click/v2/r02/___https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A01993L0042-20071011___.YXAxZTpib2hzOmE6bzozZDI2OGU1MWMwMGVlNzRlOWNiZWQxZjkwNzU4YjMyMjo3Ojk4NWE6MzMwMjU3ZTFhMzMwNWMxNDIyYjk1MjliZjM3MjFmMDExYmNjNWMwYjljNWNhYzgxYTE3YjM2Y2YyMWRiZmM3YjpwOlQ6Rg
https://url.avanan.click/v2/r02/___https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A01993L0042-20071011___.YXAxZTpib2hzOmE6bzozZDI2OGU1MWMwMGVlNzRlOWNiZWQxZjkwNzU4YjMyMjo3Ojk4NWE6MzMwMjU3ZTFhMzMwNWMxNDIyYjk1MjliZjM3MjFmMDExYmNjNWMwYjljNWNhYzgxYTE3YjM2Y2YyMWRiZmM3YjpwOlQ6Rg
https://url.avanan.click/v2/r02/___https://www.legislation.gov.uk/uksi/2002/2677/regulation/7___.YXAxZTpib2hzOmE6bzozZDI2OGU1MWMwMGVlNzRlOWNiZWQxZjkwNzU4YjMyMjo3OjRhNGU6MTFiMTI1ZDdmZWU4YjU2MjlkMzc5YTRjYTk0ZDA3OTA4YWFmZTQwMWVkOWY4ODE2NDk5YTgxNjIzMGEzMTc1OTpwOlQ6Rg
https://url.avanan.click/v2/r02/___https://knowledge.bsigroup.com/articles/bs-en-14683-2025-the-updated-medical-face-mask-standard-explained___.YXAxZTpib2hzOmE6bzozZDI2OGU1MWMwMGVlNzRlOWNiZWQxZjkwNzU4YjMyMjo3OjQ1ZDE6NTI2NmEwYzhkMDNkZTYzYzYzMjRhZWUyNDRjMWI0NGUzZmViOTc5MmExODZmZmZlZTk3YjZjOWEwYzRlY2RhMTpwOlQ6Rg
https://url.avanan.click/v2/r02/___https://www.bsigroup.com/globalassets/localfiles/en-gb/product-certification/personal-safety/bsi-guide-for-personal-safety-equipment-0520.pdf___.YXAxZTpib2hzOmE6bzozZDI2OGU1MWMwMGVlNzRlOWNiZWQxZjkwNzU4YjMyMjo3Ojg4NjI6ZWExMmU4NjcwMWFlMjNmNTI5OWZmNzhkMGUyZmQ5Y2U2MDY0NTkyNmU2ZWE2NmZjZmExNjVkMTg1YzlkZWU1NTpwOlQ6Rg
https://url.avanan.click/v2/r02/___https://www.bsigroup.com/globalassets/localfiles/en-gb/product-certification/personal-safety/bsi-guide-for-personal-safety-equipment-0520.pdf___.YXAxZTpib2hzOmE6bzozZDI2OGU1MWMwMGVlNzRlOWNiZWQxZjkwNzU4YjMyMjo3Ojg4NjI6ZWExMmU4NjcwMWFlMjNmNTI5OWZmNzhkMGUyZmQ5Y2U2MDY0NTkyNmU2ZWE2NmZjZmExNjVkMTg1YzlkZWU1NTpwOlQ6Rg
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 Type IIR Surgical Mask 
(FRSM) 

Filtering Face Piece Respirator 
3 (FFP3) 

Breathing function 
tested 

Exhalation  Inhalation and exhalation 

Size of particle(s) 
tested 

3 microns, containing 
Staphylococcus aureus 
(average size 0.6-0.8 
microns) 

 
Sodium Chloride aerosol with 
Mass Median Aerodynamic 
Diameter (MMAD)   between 0,06 
μm and 0,10 μm with a geometric 
standard deviation between 2,0 
and 3,0’ 

Splash test Impermeability of 
material when subjected 
to jet of synthetic blood 
at >120mmHg 

N/A 

Pressure diLerential 
(breathing 
resistance) 

8l/min over a 4.9cm2 
material section 

Inhalation: 1 mbar at 30 l/min and 
3 mbar at 95 l/min 
Exhalation: 3 mbar at 160 l/min 
Over entire mask 

Face Seal required Not designed to seal 
tightly to the face 

Designed to seal tightly to the 
face  (individual face seal as 
determined during a Fit Test) 

Legally permissible 
substitutes 

Other masks, barriers 
and controls at clinical 
discretion 

Other approved respiratory 
protective equipment with APF of 
20, e.g.  
Half mask BS EN 140 and P3 
filter. 
(aka “Reusable” “Elastomeric”) 
 
Powered filtering respirator with 
loose fitting hood (BS EN 12941) 
TH2 or better, or Powered filtering 
respirator with tight-fitting full-
face mask (BS EN 12942) TM2 or 
better. 

Misuse Compliance with 
guidance on use of Type 
IIR surgical mask is an 
inspectable matter by the 
CQC. 

Failure to comply with COSHH 
and control standards for RPE is a 
criminal o^ence. 
This relates to: 
(a) the employer’s duty to provide 
suitable RPE and ensure that it is 
properly used, inspected and 
maintained; and 
(b) the employee’s duty to wear 
the RPE as instructed by the 
employer and to take reasonable 
care of it. 

 

British Occupational Hygiene Society 
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