Submitted to Proposed warning statement regarding a fire hazard on the labels of paraffin-based skin products

Consultation

1 Should a warning statement about a fire hazard be included on the package labels of paraffin-based skin products
Yes

Please add your comments:
Please see the letter from ASMI, sent to Mesdafe via email

2 Would you prefer Option 1 or Option 2 as a warning statement?
Option 2

Please add your comments:
Please see the letter ‘rom ASMI, sent to Mesdafe via email to || EEJEEEEE on Friday 7th December 2018.

3 Does Option 1 adequately address the fire hazard risk (ie, Caution: If this product comes into contact with dressings and clothing the
fabric can be more easily ignited with a naked flame. You should keep away from fire when using this product)?

Yes
Please add your comments:

4 Does Option 2 adequately address the fire hazard risk (ie, Caution: This product may make dressings and clothing more easily ignited
with a naked flame)?

Yes

Please provide your comments:
Please see the letter from ASMI, sent to Mesdafe via email to ||| llll on Friday 7th December 2018.

5 Should the warning statement only apply to products containing 50% or more of paraffin

Yes

Please provide your comments:

The consultation did not elaborate or provide any information on whether products that contain less than 50% paraffin carry a heightened risk of fire when used
under the circumstances that carry risk.

Given the absence of data on comparative risks, ASMI supports the 50% cut-off for inclusion of a warning statement.

Please see the letter from ASMI, sent to Mesdafe via email to ||l on Friday 7th December 2018.

6 Should the warning statement only apply to packs intended for use in large quantities (eg. pack size of 50g or more)?
Yes

Please add your comments:
Please see the letter from ASMI, sent to Mesdafe via email to |||  llll on Friday 7th December 2018.

There is limited space on smaller pack sizes, and these pack sizes are not likely to be used in large quantities.

7 Do you have any other comments about a proposed warning statement regarding a fire hazard on the labels of paraffin-based skin
products?

Please add your comments:

Labelling on its own is of limited effectiveness in educating about the associated hazards such as infrequent washing of bedding / clothing and cigarette smoking,
so an education and awareness campaign should be conducted, targeting dermatologists, healthcare professionals, aged care and residential facilities and
in-home carers.

Many emollient products used in large quantities are cosmetics (e.g. large tubs of emulsifying ointment) and in some cases devices (e.g. bandages impregnated
with petroleum jelly). Medsafe should work with other NZ regulatory agencies that have oversight of devices and cosmetics (ERMA) to ensure that other products

that are used for similar purposes also carry this important safety information.

Please see the letter from ASMI, sent to Mesdafe via email to | on Friday 7th December 2018.
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Your details

8 Your details

Name and designation:

Company/organisation name (if applicable):
Australian Self Medication Industry Pty Ltd

Address:

Phone number:

Email address:

9 This submission is:

made on behalf of a group or organisation(s)

10 I am, or | represent an organisation, based in:

Australia

If you selected other, please specify:

11 Iam, or | represent, a:

Industry organisation

If you selected health professional, please indicate your type of practice:
If you selected other, please specify:

Publishing submissions and privacy

12 Publishing submissions
You may publish this submission

13 Official Information Act responses

Remove my personal details from responses to Official Information Act requests

14 Commercially sensitive information

This submission does not contain commercially sensitive information

If your submission contains commercially sensitive information, please let us know where.:




Australian Self-Medication Industry Ltd.

AS M I Email: info@asmi.com.au | www.asmi.com.au

7t December 2018

Senior Advisor, Pharmacovigilance
Clinical Risk Management
Medsafe

Ministry of Health

Wellington

New Zealand

Sent via email to: [
Dear I,

Re: Medsafe Consultation — Proposed warning statements on paraffin-based skin products

Thank you for the opportunity to comment on the Medsafe consultation on proposed warning statements
on paraffin-based skin products.

ASMI (Australian Self Medication Industry) is the peak body representing companies involved in the
manufacture and distribution of consumer health care products (non-prescription medicines) in Australia.
ASMI also represents related businesses providing support services to manufacturers, including advertising,
public relations, legal, statistical and regulatory consultants. Further information about ASMI and ASMI
members is available on our website (www.asmi.com.au). We work closely with our sister organisation, the
New Zealand Self Medication Industry Association (NZSMI).

Some sponsors that market paraffin-based skin products in Australia also market these same products in
New Zealand and are members of both ASMI and NZSMI. The ability to market harmonised products is very
important given that both Australia and New Zealand are relatively small markets individually, and where
there are safety issues it is important that both New Zealand and Australian consumers have awareness
through a harmonised approach.

ASMI has provided brief comment through the Medsafe web-based survey however we are keen to provide
Medsafe with some more comprehensive information on the ASMI position, which is aligned with that of
NZSMI.

ASMI welcomes this consultation and supports the proposal for a warning statement regarding fire risk on
labels of paraffin-based emollient skin products that have the potential to be applied to the skin in large
guantities. We acknowledge that in doing so, it mitigates against a risk that has not, to our knowledge,
been manifested with any cases of severe burns in Australia or New Zealand. It is however reasonable to
take a preventative approach given that there have been several confirmed cases of fatal burns in the UK
resulting from bedding and clothing that had become impregnated with paraffin emollient that tragically
caught alight with a lighter/cigarette smoking.

Labelling on its own however will not sufficiently mitigate risk. Many of the patients who have these
products applied to their skin are elderly, infirm, have limited mobility or are in care. These people would
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never see the label, yet they may be placed at risk for reasons unrelated to the characteristics of the
product itself, or the way that it is applied, as the products themselves are not classed as flammable.

The issue is not one of misuse or abuse, but it is certainly related to a range of external factors that will
require more than labelling alone for effective risk mitigation. It is ASMI’s view that to properly mitigate
risk, a more comprehensive educational and awareness campaign regarding some of the risks that pertain
to the circumstances under which these products are used should be implemented.

Please see Attachment 1 for ASMI’s more detailed response. In summary, ASMI’s position is that:

e ASMI supports a warning statement on labelling of products that are used primarily as emollients, that
are likely to be applied to the skin in large quantities

e Arisk-based approach should be adopted and products that deliver other medicines, primarily for other
therapeutic purposes but are formulated in an ointment vehicle containing liquid paraffin / white soft
paraffin or emulsifying ointment, should be excluded from the requirement to carry a fire hazard
warning statement. Examples are lip balms, eye ointments, topical products for nappy rash, antiseptics,
corticosteroids, antibiotics and many more (see response to question 1)

e Llabelling on its own is of limited effectiveness in educating about the associated hazards such as
infrequent washing of bedding / clothing and cigarette smoking, so an education and awareness
campaign should be conducted, targeting dermatologists, healthcare professionals, aged care and
residential facilities and in-home carers.

e Medsafe should, to the extent possible adopt a harmonised approach so that the TGA is aligned

e The warning statement should be short and allow re-wording and optional detail around risks

e Many emollient products used in large quantities are cosmetics (e.g. large tubs of emulsifying
ointment) and in some cases devices (e.g. bandages impregnated with petroleum jelly). Medsafe
should work with other NZ regulatory agencies that have oversight of devices and cosmetics (ERMA) to
ensure that other products that are used for similar purposes also carry this important safety
information.

ASMI is keen to work with Medsafe and TGA to assist in implementation and we welcome Medsafe’s
communication with us on this important issue.

Please see Attachment 1 for more details in response to the specific questions raised.

Kind regards,

Australian Self Medication Industry Pty Ltd





Attachment 1 — ASMI Responses to Medsafe survey questions
Whether a warning statement is required in the Label Statement Database

ASMI supports the inclusion of a warning statement on labels of paraffin-based skin products that are
specifically used as emollients and are likely to be used on large areas of skin.

ASMI has had discussions with our sister organisations in New Zealand (NZSMI) and the UK (PAGB) and we
have become aware of the tragic circumstances behind some fatalities due to fire in the UK. In these
situations, emollients were used over large areas, in quantities that left excessive residues on bedding and
clothing. These residues had built up over time, with infrequent washing being a likely contributing factor.
Tragically, in most cases, a lit cigarette or cigarette lighter caused the residues to ignite. Fires on fabric
impregnated with paraffin residue are also difficult to extinguish. Washing at high temperature is needed to
remove residues. Some of the deceased people who were sadly affected were elderly or had limited
mobility or required care. It was therefore a combination of risk factors that contributed to these tragic
events.

ASMI believes that warnings on labelling are important and should be adopted, however these should be
accompanied by educational campaigns among healthcare professionals and other carers especially in
community care, aged care and skin clinics.

Another issue of concern is that many emollient products are classified as devices (e.g. petroleum jelly
impregnated bandages) and as cosmetics (e.g. large tubs of emulsifying ointment and simple ointment).
Some of these products are used under the same circumstances as therapeutic emollients, however a
requirement in the Labelling Statements Database (LSDB) would only capture therapeutic products.
Medsafe should consider working with other agencies in New Zealand, as well as with the TGA to ensure
that:

e There is a consistent, harmonised approach to wording of the labelling statement

e That there is consistent labelling across devices and cosmetics that are used for the emollient
purposes over large areas of skin

o That a targeted educational campaign be conducted to raise awareness of this important issue,
especially with health care professionals, skin clinics and aged care / nursing home / respite care
workers

Not every paraffin-based skin product carries the same risk of fire, because of the different ways in which
they are used. Therefore, ASMI does not agree that a warning statement is needed for products that
contain other active ingredients in an ointment base, as these products are typically used sparingly, over
smaller areas of skin and in most cases in quantities that would not leave excessive residues on clothing
and bedding.

Examples of the types of products that should not require a label are:

e lip balms, with or without a sunscreen

e lip ointments containing antivirals / anti-inflammatories / local anaesthetics e.g. for cold sores

e eye ointments, either for lubricating dry eyes or those that contain other active ingredients e.g.
antibiotics, anti-inflammatories

e ointments used for haemorrhoids

e glyceryl trinitrate ointment

e antibiotic and antifungal creams/ointments

e corticosteroid creams/ointments

e creams/ointments that contain local anaesthetics and anti-inflammatories, for skin conditions such
as insect bites or stings, rashes etc.

e analgesic creams/ointments





® nappy rash creams/ointments
® sunscreens

These products should not require a warning statement on the label as the usage of these products is
different and does not expose users to the same degree of risk.

It is important that a risk-based approach be adopted. Inclusion of a warning statement on products used
for other therapeutic purposes, e.g. eye ointments, lip balms, antibiotic creams etc as per the above list
may cause consumers/patients unnecessary alarm and confusion.

The safety issue arising relates to the circumstances under which the product is used rather than misuse of
the product or an inherent product related safety concern and action taken should be proportionate to the
risk and meaningful to the user. Many people who have these products applied to them, and are likely to
be at risk, may never even see the label.

In relation to the risk of fire involving these products, the potential for harm should be considered together
with the probability for harm. The products themselves are not flammable. As noted above the risk occurs
when fabric has been impregnated with product residue, usually over a period of time, where there has
been insufficient laundering of bedding/clothing, and where there is also a risk of smoking.

2. The wording of the warning statement
ASMI supports Option 2:
“Caution: This product may make dressings and clothing more easily ignited with a naked flame”
A shorter warning statement is clear for consumers and can fit better on small labels.

Sponsors who would like to provide more information (e.g. mention excessive residue or recommend
changing bedding or dressings) should have the option to do so.

We are aware of one ASMI member that has already voluntarily adopted a labelling warning statement in
the UK, NZ and Australia, across both therapeutic as well as cosmetic products.

This sponsor has included the wording:

“If you use large quantities (>100g) of paraffin-based products you should
regularly change clothing, bedding or dressings impregnated with the
product and keep away from naked flames as there is a fire hazard.”

ASMI therefore would support the inclusion of Option 2 in the NZ LSDB, with sponsors permitted to use
“words to the effect of” or more detailed warning statements if label space permits.

3. Whether a warning statement is required on all products containing emulsifying wax, liquid paraffin or
white soft paraffin

Firstly, we query whether the consultation question is correct in referring to emulsifying wax. Emulsifying wax is
a component of emulsifying ointment (emulsifying ointment APF contains 30% w/w emulsifying wax, 50% w/w
white soft paraffin and 20% w/w liquid paraffin). The emulsifying wax itself is prepared from a wax (e.g. animal
/ plant based / petroleum derived wax combined with a surfactant) and has the function of allowing the oil and
water phases of a cream or ointment to combine. We assume that the question meant to say “emulsifying
ointment”. Some aqueous creams may contain small amounts of emulsifying wax and these products do not
carry the same risks.





ASMI supports a warning statement on labelling of products containing emulsifying ointment, liquid paraffin or
white soft paraffin that are used primarily as emollients and not for other therapeutic purposes

ASMI does not support the inclusion of a warning statement on all products containing emulsifying ointment,
liquid paraffin or white soft paraffin. These ingredients are very commonly used as a vehicle to deliver
commonly used medications, for varying and entirely different purposes, primarily for a therapeutic effect in
addition to the emollient action.

This list of products referred to in question 1 should specifically be excluded from including a warning
statement regarding risk of fire.

Although many ointments for a range of other therapeutic uses may contain emulsifying ointment / liquid
paraffin / white soft paraffin as part of the vehicle for dispersing / dissolving / carrying other medicinal
substances they are however used differently, more sparingly and on smaller areas of the body and not usually
under occlusive dressings. A risk-based approach would suggest that the types of products mentioned in the
above list should not require a fire hazard warning statement.

A warning statement regarding fire risk may confuse consumers and cause unnecessary alarm, suggesting that
their eye ointment, nappy cream or lip balm is flammable and may cause consumers to stop use of products
that are recommended or prescribed for them.

The warning statement should apply only to products that are used primarily as emollients on large areas of
the body, that can be applied in large quantities and under dressings — as these are the risk factors that have
been identified and associated with the tragic occurrences in the UK.

Medsafe should note that while therapeutic products can be covered by the NZ LSDB emollients containing
high percentages of liquid paraffin / white soft paraffin / emulsifying ointment are often marketed as cosmetics
(e.g. a tub of emulsifying ointment with no therapeutic claims, a tub of Vaseline) or as devices (sterile dressings
coated with petroleum jelly). Efforts should therefore be made to engage with other regulatory agencies that
have oversight of devices and cosmetics (e.g. ERMA) so that there is alignment in delivering this important
warning on the products that carry these risks, irrespective of their regulatory classification.

4. Whether a warning statement should be used on all pack sizes.

ASMI supports the warning statement being present on large packs of emollient containing paraffins (products
50 g or larger). It is unlikely that the same degree of risk would be applicable to pack sizes of less than 50 g,
however if the MHRA adopts a warning statement on pack sizes of less than 50 g then industry should be
consulted, as there are space limitations on smaller pack sizes.











