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INTRODUCTION
Tristel Solutions Ltd is an infection and contamination control business with its headquarters located in Newmarket, United Kingdom.  Tristel’s products are considered to be amongst the highest performing biocides available to hospitals and industry.
Tristel currently manufactures over 500 individual products for the Healthcare, Animal Health, Pharmaceutical, Cosmetics and Toiletries industries 

Hospital infection control
High performance disinfectants used to prevent and control hospital acquired infections

Animal healthcare
Manufacture of disinfectants for the veterinary and small animal husbandry marketplace

Pharmaceutical and personal care 
Manufacture of disinfectants and detergents 
We have a long history of safe use of PHMB in our applications.  Each use of PHMB has been subjected to and has successfully passed required risk assessments, by several agencies including the US EPA and Australia’s APVMA.
Tristel disinfectants are manufactured in an ISO 9001:2008 and ISO 13485:2003 accredited facility in Newmarket to GMP (Good Manufacturing Practice) standards.  
Tristel products are marketed through distributors in overseas markets.

1. alternative IDentity and properties

There are a very limited number of commonly used alternative chemistries available. While the evaluation has not yet been completed for most of these chemistries, others such as Glutaraldeyhde for example have been defined as a candidate for substitution in their own right. The available chemistries are summarized below:

	CHEMISTRY

	PROPERTIES

	ALCOHOLS
	Broad spectrum activity

Fast acting 

Volatile, flammable (storage issues) 

Volatility reduces concentration, limits contact time & affects indoor air quality due to VOCs

Compatibility issues with glues & plastics

Activity can be reduced by organic matter 


	ALDEHYDES
	Broad spectrum activity 

Sterilant

Volatility/ Pungent odour

Inactivated (neutralized) by Organic Matter

No detergent properties

No wetting properties

Biocidal uses limited to acid - neutral pH-range



	HALOGENS 
	Broad spectrum of activity

Fast acting 

Corrosive & pH dependent
Inactivated (neutralized) by Organic Matter

Compatibility issue with metals, rubber & other materials

AOX formation


	HYDROGEN PEROXIDE
	Broad spectrum activity

Hard water tolerant

Can be corrosive to soft metals aluminum, copper, brass, zinc, mild & galvanized steel

High concentration has pungent odour, may cause chemical burns and can be explosive 

Limited storage stability & diluted solutions unstable

Temperature sensitive

No wetting properties

Biocidal properties limited to acid - neutral pH-range

Activity can be reduced by organic matter 



	PHENOLS/PHENOLICS

	Broad spectrum activity

Compatible with many components

Volatile/Pungent odour

Very limited wetting properties

Biocidal properties limited to acid - neutral pH-range only

Corrosive

Deactivated by nonionic surfactants

Photodegradabilty



	QUATS


	Broad spectrum activity

Combines biocidal activity with detergency / surface activity

Not compatible with anionic surfactants

Strong foaming 




Each chemistry has a unique blend of properties which together with its activity spectrum makes it suited to certain applications but not others.  

PHMB has a number of strengths which are not found in the available alternatives and thus has a place in applications in which it cannot be easily replaced by other chemistries.  

Reducing the already limited choice of chemistries may make it very difficult for users to select a suitable chemistry for their application and places increased resistance development pressure on the remaining chemistries.  

2. Technical feasibility

Commonly sought after properties for disinfectants are:

	Microbiological

Broad-Spectrum Activity

Fast Acting

Not Readily Neutralized in Organic or Inorganic Matter

Resistance development unlikely


	Chemical

Safe to Transport

Long Shelf Life: Improper or prolonged storage of disinfectants may lead to growth of bacteria in them

Safe & Easy to Store: Improper storage of disinfectants may lead to explosions or fires

Non-Corrosive & Material Compatible: Using the wrong type or level of disinfectant may cause corrosion or other damage 




PHMB has various attributes which makes it a very flexible ingredient in the formulation of disinfectants for a wide range of applications. The physical performance attributes of PHMB (not leaving streak marks on surfaces, ease of water rinsing from surfaces, it’s low corrosiveness to construction materials, it’s low-foaming activity) and the ability of PHMB to maintain effectiveness in use applications (tolerance to hard water, effectiveness over a wide pH range, tolerance to organic load) means PHMB delivers unique performance benefits for a wide range of end use applications such as food, institutional, industrial and domestic.  Some of the key benefits are:

· Broad spectrum – bactericidal and virucidal
· No known development of resistance
· Fast speed of kill
· Tolerant of organic matter
· Tolerant of hard water
· Stable and effective over wide pH range
· No taste or smell
· Non-staining
· Non tainting to food
· Low corrosivity
PHMB is one of the most effective biocides in use and has been proven over time in work environments to provide critical protection against key food borne pathogens such as listeria, E-coli and Salmonella and a broad range of other bacteria and viruses.  

Other available chemistries do not offer the same blend of characteristics and therefore are not a good alternative for many applications.
3. Economic feasibility 
The UK FSA Programme for the Reduction of Foodborne Disease in the UK states that foodborne diseases are a serious global problem, with the World Healthcare Organisation (WHO) estimating that the worldwide foodborne and waterborne diarrhoeal diseases taken together kill about 2.2 million people annually. 

There is a tendency to assume that much of this burden of disease happens in third world countries but it is a major cause of illness in the EU also and represents a significant burden for both individuals and the economy. For example, the European Centre for Disease Prevention and Control (ECDC) –conservatively- estimated
 for 2013:  

· 214,800 campylobacteriosis cases (​​44% hospitalised) 
· 82,700 salmonellosis cases (36% hospitalised)
· 6,500 yersiniosis cases (48% hospitalised)
· 1,800  listeriosis cases (99% hospitalised)
· 6,000  VTEC infections (37% hospitalised) 
With regard to Health care-associated infections the ECDC
 has estimated that each in Europe: 

· There is a prevalence for such infections of 7.1%. 
· Around 4,100,000 patients are affected.
· There are 37,000 direct deaths 
· There are an additional 110,000 deaths 

· Financial losses are approximately €7 billion based on direct costs only.
There are many factors to achieving good hygiene in either a health care setting or a food preparation setting but an appropriate disinfection strategy is an important factor in both.  

A continued reduction in the number of available chemistries: 
· makes it hard for formulators to create products which meet the needs of users 

· reduce the differentiation of products in the marketplace 

· make it very difficult for users to select a suitable product/chemistry for their application 

· place increased resistance development pressure on the remaining chemistries

Decisions on active substance approval must be taken in the context of the need to achieve adequate microbiological control, the arsenal of tools/chemistries available and the potential costs of failure should control mechanisms breakdown.

A full analysis of the potential risks of an increase in microbiological contamination against the potential benefits of removing a disinfectant from the market should be commissioned before any decision is taken.
4. Conclusion on suitability and availability of the Alternative

· A decision on an individual active substance should not be taken in isolation

· The context is the overriding need to achieve adequate microbiological control, the limited arsenal of chemistries available, their properties, and the potential costs of failure should microbiological control breakdown.

· A full analysis of the potential risks of an increase in microbiological contamination against the potential benefits of removing one more chemical from the market should be commissioned by the ECHA before any decision is taken.
· PHMB has a number of unique performance attributes which are not found in the available alternatives and thus cannot be readily substituted.

· PHMB has a proven track record of providing protection in critical environments such as food safety.

� � HYPERLINK "http://ecdc.europa.eu/en/healthtopics/food_and_waterborne_disease/infographics/Pages/index.aspx" �http://ecdc.europa.eu/en/healthtopics/food_and_waterborne_disease/infographics/Pages/index.aspx�





� � HYPERLINK "http://ecdc.europa.eu/en/healthtopics/Healthcare-associated_infections/Pages/index.aspx" �http://ecdc.europa.eu/en/healthtopics/Healthcare-associated_infections/Pages/index.aspx�


� HYPERLINK "http://www.who.int/gpsc/country_work/gpsc_ccisc_fact_sheet_en.pdf" �http://www.who.int/gpsc/country_work/gpsc_ccisc_fact_sheet_en.pdf�
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