JANE PAUL

Latex allergy at work

Part 1@ Exposure, sensitisation and the law

L atex is the fifth largest and the fastest growing
occupational cause of asthma in the UK. This

has prompted renewed calls for action te control the
risks of latex exposure both inside and outside

the workplace.

Up to 17% of all healthcare workers?3, 10% of
patients admitted to UK hospitais* and between 1%
and 6% of the general population® (up to 3.5 million
people are thought to be sensitised to latex (affected
by latex aliergy and sensftisation), and therefore at risk
of allergic reactions (to latex). In some cases the
reaction can be severe.

The rapid increase in the number of reporied cases
of latex allergy over the past two decades has been
iargely attributed 1o the intreduction of universal
precautions 1o protect people against fransmission of
viral infections, such as hepatitis and HIV. Sales of latex
examination gloves soared in the late 1980s and 1990s,
greatly increasing occupational exposure to latex

Despite representing a hazard primarily for
healthcare workers, latex exposure is not confined to
the workplace, it is also an issue for the general
population: it is widely used in a vast range of products
and environments, Workers, managers, visitors,
students, children, contractors, temporary and agency
staff, pattents, consumers and service users are exposed
to latex in their daily lives.

What is latex allergy?

The term latex is used to describe both a natural state
(the mitky juice of some plants including rubber trees
and Poinsettia) and synthetic rubber states, Natural
rubber latex (NRL) comes from the Heveg brasifiensis
tree and is widely used in the manufacture of rubber
products. Latex allergy refers to an allergic reaction to
NRL proteins (Type 1), or to chemicals used in its
manufacturing (Type V).

Latex is used in a wide variety of products, including
protective equipment, medical devices, barrier
contraceptives, infant feeding equiprment, flooring and
soft funishings. The main source of occupational
exposure is in the healthcare sector.

What are the risks?
The risks associated with latex are twofold: sensitisation,
and allergic reaction {Type | or Type V).

When someone is exposed to an allergen (eg NRL
proteins) it may cause his or her immune system to
become sensitised. Once sensitised, if they are
re-exposed to the same aliergen, this may lead to an
aliergic reaction,

Sensitisation is permanent and cannot be reversed,
but it has been found that symptoms can be reduced
with early diagnosis, as long as further hazardous
exposures are avoided.

There are two types of latex allergies:

B Type IV — a reaction to the aliergenic chemical
additives or chernicals used during the manufacturing
process. The reaction (allergic contact dermatitis) is
delayed by up to 48 hours after exposure but is
confined to the skin.

W Type | — an immune response to allergenic NRL
proteins. Reaction is more rapid, usually within 30
minutes, and includes histamine response with
symptoms ranging from hayfevertyps symptoms, rhinitis
and eye inflammation to respiratory obstruction, asthma
or anaphytactic shock and possible death.

Mot everyone is affected, and reactions afso vary —
some are more severe than others. Cross-allergic
reactions are also possible, particularly with certain fruit
such as banana, avocado or kiwi fruit.

How are people exposed to latex?
Occupaticnal exposures vary, but the main cause of
latex sensitisation and latex allergies at work are latex
gloves — particularly the powdered variety. Routes of
entry include direct cortact with skin or mucous
membranes, inhaiation or invasive procedures.

It is important to understand the mechanisms
invelved, as this helps 1o explain the risks associated
with latex gloves and medical devices.

MNRL proteins in latex materials can leach into water
or be absorbed into the comstarch powder used in
powdered latex gloves, or into other substances such as
food. Sweat and water increase this leaching, Comstarch
powder is not In ftseif altergenic but it readily binds with
the NRL-proteins in powdsred latex gloves. This
increases the risks of hazardous exposure to NRL
proteins because it allows them to become airbome
and then inhaled. When the wearer handles ppwdered
latex gloves (particularly on removal), the allergens are
spread into the air, and particies can contaminate not
only the breathing zones of those in the vicinity, but also
ventilation systemns and air filters.

Who is at risk?

Many people are at risk if they are repeatedly exposed
to NRL proteins in their work or as patients. However,
sorme groups are more susceptible than others,

). Sensitised peaple — these inciude individuals with:

M a history of anaphylaxis due to NRL;

M a history of Type ! allergy/sensitisation to NRL; and
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M : history of Type IV chemnical sensitivity (allergic
contact dermatftis).
2. Groups at high risk of sensitisation — these include
individuals whao do not have a histery of NRL sensitivity
but with a history of repeated surgery, dental treatment
or invasive procedures, or of having an atopic naturef -
muttiple allergies, especially specific fruit allergies.
3. People who do not have a history of sensitisation or high
nsk factors for sensitisation — they may still be at risk from
hazardous exposure to latex. However, German
research shows that removal of powdered latex gioves
is effective in preventing sensitisation in at-risk
accupations in health care settings®,

The main occupational groups at risk are in the
healthcare and residential care sectors, but risks are not
confined to these sectors or occupations.

Risks to non-sensitised people

The risks to non-sensitised people are that they will
become sensitised and go on to develop allergic
reactions to latex, In the general population, atopic
people are at particular risk, with some children
sensitised at a very young age.

Risks to sensitised people

The risks to sensitised individuals are that, with
continued exposure, they may develep allergic reactions.
Researchers in German hospitals have found that the
average time periods between starting work and (a)
first symptoms and (b) first respiratory symptoms in
cases of confirmed NRL allergy caused by powdered
latex gloves were |5 and 27 months respectively®,
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M limit unsafe supplies — remove ability to select/
purchase hazardous items: and

M ensure correct selection and conitrol use of PPE and
other work equipment.

Removing the hazard from the work and care
environment also means providing ready access to
latex-free equipment and latex-safe work environmenits
where possible, avoiding use of powdered latex gloves
by elimination or substitution, and controlling both NRL
content and exposure to it. Peopie who are at high risk
of sensitisation to allergens are advised to avoid direct
exposure 1o latex, even if they have no specific history
of latex sensitisztion®. Cnce sensitised, people should
not be exposed to latex. Clear and unambiguous
waming signs and labeling are needed to alert
purchasers, patients and users to the presence of latex.

Secondary prevention involves early detection of
sensitisation/allergy and its causes, and interventions to
avoid further hazardous exposures. This is important
because people with Type 1V allergic reactions may go
on to develop Type | allergies not only to latex but also
to other environmental allergens. Sensitised individuals
should avoid exposure to latex, and they require a
latex-safe environment. Special precautions should be
taken to prevent direct contact with latex during
surgery or medical treatment.

Tertiary prevertion requires measures to be taken to
ensure future protection as well as an effective
response 1o allergic reactions — both Type | and Type
iV, including effective emergency response in the event
of severe reaction or shock. Removal of allergens from
the werk environment is the first option, but removal of
the individual may be necessary for their protection if
residuai risks remain — if so, the individual and the
alternative environments will need to be assessed, and
appropriate treatment provided.

These interventions require action in different areas —
from manufacturing, marketing and procurement to
employment practices, service delivery, product
handling and use.

Latex and the law
Latex products and their use are regulated in various
ways, nationally and internationally

Medical devices are regulated under the EUJ Meadica!
Devices Directives (MDDs) (Directives 90/385, 93/42
and 98/79), transposed at national level in the UKs
Medical Devices Regulations 2003 (MDR) and enforced
by the Medicines and Heaithcare Products Regulatory
Agency (MHRA), an executive agency of the LUK
Department of Health, following the merger of the
former Medical Devices Agency (MDA) with the
Medicines Centrof Agency (MCA) on | April 2003
Within the European Union, the Medical Device
Directive requires that:
B neither the clinical condition nor the safety of the
patient or user must be compromised by the product
or its use;
B risks must be acceptable when balanced against
benefits to patients; and

B risks must be eliminated or reduced in accordance
with the state of the art,

The former MDA's Device Bulietin Latex sensitisation
in the healthcare setting (use of latex gloves)?, issued in
1996, advises healthcare establishments to have a policy
in place to address the purchase and safe use of gloves
within their establishmerts and make arrangemenits to
safeguard patients and staff. These arrangements include
providing specific information about latex sensitisation
to heafthcare workers, health surveillance of staff and
ensuring that any adverse reactions are recorded and
reported. A further Safety Notice: Latex medica! gloves
(surgeons' and examingtion) powdered (SN 9825) was
issued by the MDA in [une 998,

in Eurcpe there are harmanised European standards
(CEN) applying to gloves, and there are parallel
developments in quality standards elsewhere involving
fimjts on protein, powder, particle-residue and physical
properties. Product fabeling is regulated by the
Chemicals (Hazard information and Packaging for
Supply) Regulations and, where applicable, under the
Medical Devices Directive and related UK regulations.
However, this is a significant problem area and
campaigners have called for mandatory labeling
standards to aid accurate and unambiguous
identification of NRL proisin cortent for all NRL-
centaining products {for example, “hypoallergenic™
does not mean latex-freel),

Patient/client safety is subject to various regulatory
processes, including clinical govemance. Occupational
exposure often coincides with patient/client exposure.
In some cases, sensitised workers may be at risk as
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patients when undergoing treatment or testing for
cccupationally induced fatex allergy. The NPSA is
encouraging reporting of adverse events to the Agency
so that lessons can be learned about future prevention.

Claims under civil law for personal injury due to
occupational exposure to latex have been significant.
Litigation settlements quoted by Leigh Day & Ce, a firm
that has acted for a number of latex-sensitive claimants,
have ranged from £40.000 to £500,000°%,

In November 2003°, NRL was added to the list of
prescribed causes of ocoupational asthma for the
purposes of the Industrial Injuries Scheme. Anaphylaxis
resuiting from NRL allergy in healthcare werkers is also
to be dassed as a prescribed disease. These changes will
come into ferce later this year.

What else is being done?

Research findings around the world have highlighted the
scale and nature of the problem of latex sensitisation,
but have also shown that it can be prevented.

In Germany, Dr Henning Allmers of the University
of Osnabriick and colieagues reported on primary
prevention of latex allergy in the German healthcare
system through education and interventions.
Researchers measured NLR in the air in healthcare
in hospital settings, and evaiuated NRL sensitisation
in healthcare workers. By switching to powder-free
NRL gloves, detectable aeroallergens were eliminated,
Sensitised healthcare workers wers able to werk
using latex-free gloves without experiencing adverse
reactions'C.

Following this study, the German government
brought in a law in 1997/98 banning the use of all
powdered latex gloves in Gerrnan healthcare facilities,
New cases of NRL-caused occupational asthma feli by
86% between 19%7 and 2001, and there was a 69%
drop in new suspected cases of NRL-caused skin allergy
betwaen {998 and 20005 Dentistry, however, remained
a problem area.

in the UK, trace unions and professiomal bodies
(inciuding UNISON, AMICUS/MSF and the Royal
College of Nursing} campaigred for preventive
measures as more and more of their members were
affected, and have supported personal injury daims by
individuals sensitised through their workplace.

The Latex Adlergy Support Graup (LASG) is a
self-help group led by sensitised individuals. It has
campaigned tirelessly to raise public awareness of the
issues, promote fatex-safe environments and provide
advice and support to sensitised people and others with
an interest in the field of latex allergy. LASG has
recently set up an international expert Medical Advisory
Panel to provide guidance to the Group on medical,
scientific and technological NRL issues.

in 20072, the Trades Union Congress, National
Association of Theatre Nurses and LASG jointly
organised two important international conferences cn
latex allergy, with industry support. They brought
together a wide range of interest groups, inciuding
manufacturers, sensitised people, enforcing authorities,
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researchers and clinicians, to disclfss the issues and
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managing latex allergy.
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