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Introduction
Products for incontinence and urology affect the environment and health primarily in three ways, according to present knowledge:
· chemical additives hazardous to health and the environment
· use of finite resources
· generation of waste
The products used are predominantly disposable items, which is why the area generates large quantities of waste.
Scope
Diapers for children as well as the following products referred to in the standard ISO 9999: Urination devices, Catheters, Urine drip collector, Urine collector, Urine receptacle, Suspension and attachment devices for urine collection bags, Absorbent aids for incontinence, Attachment device for absorbent aids for incontinence
This is how the criteria in the document are used
The criteria in this document were developed after broad consultation with various interest groups and with a unified perspective from the environmental point of view. The purpose is to assist procurement organisations in imposing relevant environmental requirements for this type of product. The document is not intended to be used as a ready-made attachment that can be sent out together with tender documentation. Instead, use the criterion or the criteria/levels that suit your requirements and your goals. An award criterion can possibly be made into a mandatory requirement or vice versa, if this is desirable (however, be aware of the effects this can have on the market). Users must adapt the layout and text, etc. to their own formats and delete those portions of the document that are not relevant for inclusion in tender documentation. It is also important to indicate how the tenderer should respond to the criteria and what verification (certification) should be submitted (possibly your own reply form).
Associated documents
The following associated documents can be obtained from www.msr.se/kriterier/inkontinens
· Background information
· Reply form
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A.    Mandatory supplier requirements
The tender must state that the tenderer meets all requirements in part A in order for the tender to be accepted.
A.1.    Producer's responsibility for packaging
The tender must state that the tenderer fulfils requirements for producer responsibility for packaging in accordance with regulation (SFS 2006:1273 with most recent amendment)
. Producer responsibility can be fulfilled for the offered products by the tenderer or tenderer's upstream supplier being in the REPA register or the equivalent or by having its own established system
.
B.    Mandatory requirements for specifying product/service
The tender must state that the tenderer meets all requirements in part B for the tender to be accepted.
Requirement B1-B5 refers to: Absorbent aids for incontinence (position 0930 in ISO 9999 as well as diapers for children)
B.1.    Plastic/polymers in the product
Lead, cadmium, mercury, hexavalent chrome and attendant impurities, as well as organostannic compounds must not arise in contents exceeding 0.1 per cent expressed in the mass of the plastic material (and metal wherever it may arise) in the product.
B.2.    Perfume
Perfume must not be added to the product.
B.3.    Visual whitening agents
Visual whitening agents must not be added to the pulp and other paper parts included in the product.
B.4.    Colophony (rosin)
Colophony (CAS no. 8050-09-7, 8052-10-6 or 73138-82-6 ) must not be added to the product.
B.5.    Bleaching fluff pulp
The fluff pulp in the product must be produced from unbleached pulp or pulp bleached without chlorine gas, i.e. in accordance with the ECF or TCF method
.
The AOX emission to the recipient
 must not exceed 0.25 kg/tonne of dry pulp.
B.6.    Packaging in plastic
Packaging material must not consist of PVC.
B.7.    Cellulose packaging
Paper/carton in the packaging must be produced from return pulp, unbleached pulp or pulp without chlorine gas, i.e. in accordance with the ECF or TCF methods
. The AOX emission to the recipient
 must not exceed 0.25 kg/tonne of dry pulp.
C.    Award criteria for urology products
C.1.    phase-out substances in the product
Does the plastic in the product contain less than or equal to 0.1 % DEHP (cas no. 117-81-7), DBP (cas no. 84-74-2) and BBP (cas no. 85-68-7) by mass of the plasticised material in the product?
C.2.    DnOP (phthalate) in the product
Does the plastic in the product contain less than or equal to 0.1 % DnOP (Cas no. 117-84-0) by mass of the plasticised material in the product?
C.3.    CMR substances in the product
Does the plastic in the product contain less than or equal to 0.1 % additive by mass of the plasticised material in the product which is toxic, highly toxic and/or a so-called CMR substance (carcinogenic, harmful to genetic make-up or reproduction), i.e. is the additive: classified as highly toxic, toxic, carcinogenic, mutagenic or teratogenic with the indication of danger "toxic" (risk phrases R 23, R 24, R 25, R 26, R 27, R28, R39, R 40,R45, R46, R48, R 49, R 60, R61, R 62, R 63, R 68) based in the criteria in the Swedish Chemicals Inspectorate regulations on classification and labelling (KIFS 2005:7 with amendments) or the EC dangerous substances directive (67/548/EC with amendments
)?
C.4.    Material in the product
Is the product free from chlorinated plastics?
Verification of requirements and criteria (A – C)
Verifications, that is, proof that the requirements and criteria imposed have been fulfilled, are required to be submitted with the tender, but may also be requested in a follow-up. Verification/certification can be issued at various levels and must be traceable to the products being procured. The safest and most reliable are third-party verifications and it is possible to request such verifications from tenderers/suppliers. Otherwise a self-declaration or a company certification, for example, may be sufficient.
A verification can be a third-party verification, for example, environmental labelling in conformance with ISO 14024, certification in conformance with the ISO 14001 environmental management system or EPD in conformance with ISO 14025. Other examples of verifications are second-party verifications or self-declarations from a quality or monitoring system, supply contract, etc., declarations in conformity with ISO 14021 or equivalent forms of verification.
Proposals for verification for A: Mandatory requirements for the supplier
A.1 Verification
Contract of adhesion with the REPA registry and/or Swedish Glass Recycling or description of an in-house system for producer responsibility. In order to assess whether an in-house system for producer responsibility is acceptable, see Waste Council Criteria for a suitable collection system, Attachment 6 in report 5648 on www.naturvardsverket.se/Documents/publikationer
Proposals for verification for B: Mandatory requirements on product/service
B.1 – B.4 Verification
Product information sheet/product sheet and/or self-declaration of manufacturers/suppliers or equivalent.
B.5 Verification
Environmental labelling licence from Svanen (The Swan) or the EU Flower or equivalent, certification from manufacturer
B.6 – B.7 Verification
Product information sheet or self-declaration of manufacturer/supplier or equivalent.
Proposals for verification for C: Award criteria
C.1 – C.3 Verification
Safety data sheet for the additive and/or product information sheet with content declaration and/or self-declaration of manufacturer/supplier or equivalent.
C.4 Verification
Product information sheet or self-declaration of manufacturer/supplier or equivalent.
Application instructions and information regarding the criteria
Mandatory supplier requirements
These proposals for requirements are associated with the technical ability and capacity that the tenderer must have in order to be able to carry out the contract with the environmental requirements that are suggested in this document and to fulfil relevant environmental legislation.
Mandatory requirements for the product
These proposals for requirements set a lowest acceptable level of environmental performance.
Award criteria
These proposals for award criteria constitute a higher level of environmental performance than the mandatory requirements.
Evaluation criteria can only be used when applying the "economically most advantageous bid" evaluation model. Award criteria should be weighted in relation to each other (applies as the main rule for procurements over the threshold values), and each criterion graded. Adjust the grading to your own evaluation model, own point scale, etc. From the environmental point of view it is important that environmental considerations be weighted as highly as possible in the procurement.
If the "lowest price" model is used, only the mandatory requirements can be imposed, that is, delete part C.
Follow-up
Follow-up on completed contracts is important in order to ensure that the products fulfil the requirements imposed during the period of contract. Follow-up can be carried out by requesting various forms of verification or by monitoring the products delivered.
Reasoning behind the criteria
A.1 Producer responsibility for packaging
Regulations concerning producer responsibility for packaging have been in force since 1 October 1994. The Swedish regulations are based upon common EC directives. All companies which produce, sell or import packaging or packaged products are responsible that the packaging is collected and recycled. This responsibility is normally fulfilled by means of the companies associating themselves with the producer responsibility organisations formed by the business sector. However, there is a lack of knowledge about this obligation, which is why it can be beneficial to draw attention to it in the procurement documentation. For further information regarding producer responsibility for packaging: www.repa.se
B.1 Plastic/polymers in the product
Heavy metals such as lead, cadmium, mercury, hexavalent chrome and attendant impurities, as well as organostannic compounds are hazardous both to health and the environment. All heavy metals and impurities listed are undesired additives due to their environmental and health risks. Neither are heavy metals degraded in the environment, which increases the risk of damage when discharged into the environment. Such heavy metals are now not normally used as stabilisers in plastic, and the requirement should prevent them recurring as additives in plastic/polymer.
B.2 Perfume
Procurement refers to procurement of the absorbent products function, whose purpose is to absorb urine and keep the skin dry. Perfume additives are not required for the desired functionality, and may also constitute an allergy risk and a risk of reactions due to oversensitivity in the user. Certain perfumes have also proved to be difficult to degrade in the environment and to be bioaccumulative, i.e. can collect in organisms in the environment. Both from an environmental and a health viewpoint, and based on the precautionary principle, perfume-free products are preferable. It is likely that fewer resources are required to produce equivalent absorbent products without perfume compared with perfume being added.
B.3 Visual whitening agents
The work group notes that adding visual whitening agents to fluff pulp does not currently take place on the world market for paper pulp. The requirement should work as a capture criterion in order to prevent products from fluff pulp with added visual whitening agents being procured in the event that such products are reintroduced into the market. The criteria refer to procurement of the absorbent products function, whose purpose is to absorb urine and keep the skin dry. Visual whitening agents are not required in the absorbing compound to achieve the desired function. It is likely that fewer resources are required to produce equivalent absorbent products without visual whitening agents compared with visual whitening agents being added. Small quantities of visual whitening agents are required in other parts of the product, such as glue, due to manufacturing requirements.
B.4 Colophony (rosin)
Additives of colophony/colophony derivative are not desirable in the product as such substances are generally considered as allergenic. The natural occurrence of colophony in paper pulp is considerably lower than 0.1 %, and therefore no content limit is specified.
B.5 Bleaching fluff pulp
Demanding unbleached pulp or pulp produced in accordance with the TCF or ECF method results in reduced discharge of chlororganic substances into the environment and occurrence of environmentally hazardous substances in e.g. dioxin in the product.
C.1 Phase-out substances in the product
The starting points for the award criterion in question are:
· the Environmental Code's principles for product selection (precautionary and product selection principles).
· the EU's chemicals strategy and REACH which require restrictive use of chemicals which are so-called CMR substances (carcinogenics, harmful to genetic make-up or toxic to reproduction).
· The phthalates DEHP, BBP, and DBP which are used as softening agents in PVC plastic are classified as toxic to reproduction in accordance with the Swedish Chemicals Inspectorate regulations on classification and labelling (KIFS 2005:7 with amendments) or the EC dangerous substances directive (67/548/EC with amendments). DBP is also classified as environmentally hazardous. DEHP is used in urology products, e.g. catheters and urine collection bags.
· The fact that the additives in question are not combined into the plastic but instead diffuse out, leads to the exposure of patients and staff.
· Alternatives to the use of DEHP in the form of another softening agent (DINP) or a material other than PVC are available for hydrophilic catheters and smaller urine collection bags.
· DEHP, DBP, BBP, DINP, DIDP and DNOP, in accordance with the decision of the European Parliament, are considered as constituting a risk to health when used in toys which children may put into their mouths and in children's products, and accordingly they are prohibited for such use within the EU
.
· There are still too few products on the Swedish market that would fulfil a similar mandatory requirement with regard to the content. Alternatives to phthalates within the area of hydrophilic catheters are available, but not for pure plastic catheters without such coating.
Phthalates are present in many similar types of softened plastic products from PVC. The most common use of PVC plastic, and which constitutes the greatest volume, is within the building and construction sector. Use of PVC plastic by health care constitutes 2-3% of the total use of PVC plastic in society. Phthalates arise for example in wallpaper and wet room floors in plastic. There are studies which have revealed different allergy symptoms in children and occurrence of DEHP and BBP in indoor dust in premises where it has been present 
.
An essential difference when it comes to the use of softening additives in plastic products in health care compared with e.g. construction products such as pipes, or building material such as floors and wallpaper, is that patients and staff are normally exposed in a completely different way to the materials in articles of consumption within health care. Certain urology products come into direct contact with body tissue for different lengths of time, depending on product type.
C.2 DnOP (phthalate) in the product
The award criteria involve that additives in plastic in urology products should not contain the phthalate DNOP. Another phthalate usually discussed in this context is DINP, which occurs in urology products as an alternative to DEHP. According to the Swedish Chemicals Inspectorate DINP is preferable from a risk perspective if the choice is between DEHP and DINP based on current use and usage volumes.
The starting points for the award criterion in question are:
· DEHP, DBP, BBP, DINP, DIDP and DNOP, in accordance with the decision of the European Parliament, are considered as constituting a risk to health when used in toys which children may put into their mouths and in children's products, and accordingly they are prohibited for such use within the EU
.
· the Environmental Code's principles for product selection (precautionary and product selection principles).
· The EU's chemicals strategy and REACH (proposal for new chemicals legislation within the EU) points out, amongst other things, chemicals which are so-called CMR substances (carcinogenics, harmful to genetic make-up or toxic to reproduction) as authorisation substances, i.e. substances whose use requires special authority permission.
· DINP and DIDP have been examined within the EU's risk limitation programme. In April 2006, the EU's risk assessment of DINP and DIDP was summarised to the effect that they do not constitute any risk to health and the environment under prevailing restrictions on their use. Risk limiting action for DINP and DIDP is therefore assessed as unnecessary, over and above what has been introduced for children's toys.
· DNOP
 is not classified within the EU.
C.3 CMR substances in the product
The plastic in urology products which do not contain the phthalates DEHP, DBP, BBP, or DNOP should either not contain any additives at all, or the additive should have such properties that it is not classified as toxic, highly toxic or as a CMR substance. A capture requirement is therefore imposed that the additives do not have properties equivalent to these undesired properties.
The starting points for the award criterion in question are:
· the Environmental Code's principles for product selection (knowledge requirement and precautionary and product selection principles).
· The EU's chemicals strategy and REACH aim at restrictions for chemicals which are so-called CMR substances (carcinogenics, harmful to genetic make-up or toxic to reproduction), toxic, PBT (persistent, bioaccumulative and toxic) and vPvB (very persistent and very bioaccumulative). Substitute additives for the six undesired phthalates must accordingly not be classified within the EU as toxic, highly toxic, CMR substances, allergenic or environmentally hazardous.
· In Sweden this strategy is transformed into the criteria which support the Swedish Chemicals Inspectorate's PRIO tool and PRIO's criteria. See also www.kemi.se
· Additives classified as toxic, highly toxic, carcinogenic, carcinogenics, harmful to genetic make-up or toxic to reproduction based on the regulations on classification and labelling (KIFS 2005:7 with amendments or the EC dangerous substances directive 67/548/EC with amendments) should not be included in the product.
C.4 Material in the product
Hydrochloric acid results from the combustion of chlorinated plastics and this acts corrosively on the combustion plant. As there are alternatives to chlorinated materials when it comes to urology products, the use of a chlorinated material in such cases is assessed as resulting in an unnecessary load in the waste disposal stage.
Future criteria
Alternative materials/softening additives in urology products
When it comes to, amongst other things, catheters and larger urine collection bags (not drainable) - the products marketed in the Swedish market are produced from PVC softened with DEHP.
The work group assesses that there is a potential with regard to future requirements – products produced in alternative plastic materials, or PVC softened with alternative softeners. The reason is that there are already e.g. catheters with hydrophilic surface layers in alternative materials such as PU or PVC with DINP and urine collection bags in e.g. PE. Development is also underway of alternative softeners.
One desirable development is to produce products in alternative materials to PVC, alternatively PVC with softener which is not classified as toxic or which contains CMR substances (carcinogenic, harmful to genetic make-up or toxic to reproduction). However, it is important that alternative materials/substances are continuously assessed and tested, so that they do not give rise to environmental or health risks and so that they can fulfil customer requirements with regard to function and quality. The award criteria should be viewed against this background.
Other undesired properties are lack of degradability/persistence and capacity to accumulate in living tissue/bioaccumulative properties. Substances with a significant lack of degradability and which easily collect in living tissue are normally known as vPvB substances (very persistent, very bioaccumulative). Such properties, like PBT properties (persistent, bioaccumulative and toxic) may be part of future requirements.
SAP in incontinence products
SAP super absorbents in incontinence products can currently be used in mixtures where one part originates from non-renewable oil and the other part from renewable raw materials. However, this SAP mixture does not fulfil the requirements for absorbing capacity and function imposed on incontinence products in health care. SAP constitutes on average 14% of the product's weight in dry condition. In the present situation it is uncertain whether renewable plastic materials actually provide any environmental benefit from a lifecycle perspective. However, development is underway and the performance of renewable plastic materials, both from a function and environmental perspective, is being improved gradually. This could possibly become a future requirement.
SAP can have several functions in modern incontinence products: acidic SAP additives in incontinence products also fulfil an odour reducing function, as ammonium in urine is converted to ammonia.
Function and health-related requirements
The work group has discussed a number of function and health-related requirements in connection with the mandatory requirements for incontinence products. The discussion dealt with additives in diapers in the form of skin care agents, the occurrence of perfume, natural rubber latex in adhesive substances in elastic as well as colophony and colophony derivative in the adhesive substances. The discussion dealt with the following: during the procurement of incontinence products, including diapers, the function of "absorption" is procured. The function of the products is to absorb urine and keep the skin dry. Different additives are then considered unnecessary for the desired function.
Certain additives such as natural rubber latex, perfumes and colophony can also constitute a risk for allergy and oversensitivity in the user and the staff. From an environmental point of view it could be the case that products without such additives are preferable as, from a lifecycle perspective, fewer resources may be required to produce absorbent products without such additives in the product. However, there have not been any comparative lifecycle analyses available to the work group between diapers with different additives and without respectively.
In terms of skin care additives in diapers, the discussion also dealt with the user, when required, being able to choose which skin care products are required and which should be used in health care. The work group considers that, in the present situation, functional requirements and allergy risks should be handled under the other product specific requirements during the procurement of incontinence products.
Illegal forestry raw materials in the product
Sustainable forestry is one of the environmental aspects for fluff products which is significant for the manufacturing stage. The origin of wood raw material in fluff products was discussed in the work group in connection with this question. The work group has relied on the discussion in the Swedish Environmental Management Council's work group for paper products where different criteria for sustainable forestry were discussed in detail. However, these issues have been withdrawn from the criteria document for paper products until further notice as, in the present situation, the work group for paper considers that on the one hand it is far too comprehensive a task to investigate the scope of the different forestry certification systems, and on the other hand, that traceability/verification cannot be handled in a satisfactory manner in the present situation. 
Version history
Version 1.0 
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New layout and corrected links.
� Most recent amendment by directive 2004/12/EC


� This requirement applies to the producer according to legislation, i.e. the manufacturer, Swedish importer or seller of packaging or a product contained in such packaging.


� ECF: bleached with chlorine dioxide; TCF: bleached without chlorine-containing chemicals


� Recipient, e.g. lake or river


� ECF: bleached with chlorine dioxide; TCF: bleached without chlorine-containing chemicals


� Recipient, e.g. lake or river


�Included in the Swedish Chemicals Inspectorate regulations KIFS 2005:7 with amendments are the criteria used to classify a chemical based on its inherent dangerous properties. There are approximately 3000 chemicals classified as allergens, among others, in the so-called classification list. Most substances that come into question in health care are not found in the classification list. Manufacturers of chemicals that are composites, for example, shall, under the Chemicals Act, classify the chemicals they manufacture (or import) on the basis of the criteria given in KIFS 2005:7 with amendments, and the EC dangerous substances directive. More information can also be found at: www.kemi.se


� Twenty-second amendment of the Council's directive in the 76/769/EC on harmonisation of member-state laws and other statutes concerning limitation of use and release on the market of certain hazardous substances and preparations (phthalates in toys and childcare products), 8 March 2005


� Bornehag et al, The association between asthma and allergic symptoms in children and phtalates in house dust: a nested-case-control study, Environmental Health Perspectives, 15 July 2004.


� Twenty-second amendment of the Council's directive in the 76/769/EC on harmonisation of member-state laws and other statutes concerning limitation of use and release on the market of certain hazardous substances and preparations (phthalates in toys and childcare products), 8 March 2005


� European Union Risk Assessment Report vol 35 DINP. European Chemicals Bureau Existing Substances Programme, 2003.


European Union Risk Assessment Report vol 36, DIDP. European Chemicals Bureau Existing Substances Programme, 2003.
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