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	Scope
	Absorbent dressings, sponges & compresses, gauze and non-woven, non-impregnated, fasteners, tubular gauze, tape, suture tape, adhesive tape, bandaging, adhesives and polyurethane film. Anti-microbial dressings

	
	To be certain that you are using the latest version of this document visit www.msr.se/kriterier/ekg. There you will also find more information on the Environmental Management Council’s procurement criteria. Questions concerning this document can be answered by the Environmental Management Council help desk: helpdesk@msr.se

	Environmental Management Council’s procurement criteria for dressings

	
	


Introduction
The product area contains a broad range of products, everything from low-volume products that are biologically active to high-volume products such as gauze sponges and compresses of cotton or non-woven (viscose). The broad range of products reflects the fact that we lack much knowledge about how the process of wound healing takes place. The product area has been in a dynamic development stage for approximately a decade and many new products have recently been released on the market. Development time from idea or discovery to a finished tried and tested dressing on the market is 5-8 years.
Scope
Products that are included are: sponges and compresses of woven or nonwoven gauze, non-impregnated absorbent dressings, fasteners, tubular gauze, tapes, suture tape, adhesive tape, bandages, adhesives and polyurethane films.
The criteria also include dressings with anti-microbial additives to be used in very severe burn injuries.
This is how the criteria in the document are used
The criteria in this document were developed after broad consultation with various 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 requests for proposals. Instead, use the criterion or the criteria/levels that suit your requirements and your goals. An evaluation 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 requests for proposals. It is also important to indicate how the bidder should respond to the criteria and what verification (certification) should be submitted (possibly your own reply form).
Associated documents
The following documents can be obtained from www.msr.se/kriterier/forband
· Background information
· Response form
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A.    Mandatory supplier requirements
The proposal shall state that the responder meets all requirements in part A in order for the proposal to be accepted.
A.1.    Producer’’s responsibility for packaging
The proposal shall state that the respondent meets requirements for producer responsibility for packaging in accordance with regulation (2006:1273) as amended
 for the products bid. The producer meets this requirement for proposed products by bidder or bidder’s upstream supplier being in the REPA register or the equivalent or by having an in-house system in operation
.
B.    Mandatory requirements for offering goods/services
The proposal shall state that the bidder meets all requirements in part B for the proposal to be accepted.
B.1.    Antibiotics in the product
The product shall be free from
 additives of antibiotics.
B.2.    Other antimicrobial additives
The product shall be free from addition of triclosan CAS No. 3380-34-5.
B.3.    Silver
The product shall be free from addition of silver, both in metallic form and as a compound. 
Note: If dressings for very severe burn injuries, for example, are being purchased, requirement B.3 does not apply.
B.4.    Allergenic additives
The product shall be free from addition of natural rubber latex. However, this requirement does not presently include adhesive dressings.
B.5.    Lanolin
The product shall be free from addition of lanolin, CAS No. 8006-54-0. 
B.6.    Colophony (rosin)
The product shall be free from addition of colophony (rosin) (CAS Nos. 8050-09-7, 8052-10-6 or 73138-82-6) in the adhesives for dressings.
B.7.    Plastic packaging
Packaging material shall be free from PVC.
B.8.    cellulose packaging
Paper/cardboard in transport and internal packaging shall be unbleached or bleached without chlorine, that is, by the TCF or ECF method
. AOX release
 to the recipient may not exceed 0.25 kg/ton of pulp.
C.    Award criteria
C.1.    Waste management 
Is information attached on recommended to waste management for the product?
C.2.    Additives in the product
Does the product contain a total of < 1% additives/chemicals that are classified as allergenic (risk phrases R 42 and/or R 43) based on criteria for classification and label (Chemical Inspectorate regulation KIFS 205:7 as amended or EG’s substance directive, 67/548/EEG as amended)
?
C.3.    Formaldehyde in textile dressings
Does the dressing contain a maximum of 30 ppm free or partially hydrolysable formaldehyde?

C.4.    Closure materials in packaging
Does the closure material (tapes, adhesives, for the packaging contain < 1% natural rubber latex?
Verification of requirements and criteria (A-C)
Verifications, that is, proof that the requirements and criteria imposed are satisfied, are required to be submitted with the proposal, but may also be requested in a follow-up. Verification/certification can be prepared 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 proposers/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 the equivalent forms of verification.
Suggestions for verification for A: Mandatory requirements for the supplier
A.1 Verification
Certificate of affiliation with the REPA registry and/or Swedish Glass Recycling or description of an in-house system for product responsibility. In order to evaluate whether an in-house system for product responsibility is acceptable, see Waste Council Criteria for suitable collection systems, Attachment 6 in report 5648 on the Swedish Environmental Protection Agency’s home page: www.naturvardsverket.se/Documents/publikationer
Suggestions for verification for B: Mandatory requirements on goods/services
B.1- B.6 Verification
Completed product declaration or self-declaration or equivalent.
B.7 Verfication
Self-declaration of manufacturer/supplier or equivalent.
B.8 Verification
Nordic environmental labelling, Swan, EU flower or other equivalent environmental labelling or certificate from supplier or equivalent documentation.
Suggestions for verification for C: Evaluation criteria
C.1 Verification
Self-declaration and/or product data sheet or equivalent where this information to users appears
C.2 Verification
Self-declaration of manufacturer/supplier and/or safety data sheet for additive and/or product information sheet or equivalent.
C.3 Verification
Self-declaration of manufacturer/supplier, certification from independent analysis organisation, product information sheet or equivalent.
C.4 Verification
Self-declaration of manufacturer/supplier or equivalent.
Application instructions and information regarding the criteria
Mandatory supplier requirements
These suggestions for requirements are associated with the technical ability and capacity that the bidder must have in order to be able to carry out the contract with the environmental requirements that are suggested in this document and to meet relevant environmental legislation.
Mandatory requirements on the goods
These suggestions for requirements set a lowest acceptable level of environmental performance.
Award criteria
These suggestions for evaluation criteria constitute a higher level of environmental performance than the mandatory requirements.
Evaluation criteria can be used only as applied to the “economically most advantageous bid” evaluation model, in-house point scale, etc. From the environmental point of view it is important that environmental considerations be weighted as highly as possible in the procurement. Adjust the point evaluation 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.
Special contract conditions
If special contract conditions apply, these conditions should be stated in the procurement announcement or in the request for proposals documentation.
If several different conditions exist they can be applied independently of one another. Each procurement organisation should evaluate its capabilities for applying these conditions, including the special resources required for follow-up during the period of the contract.
Follow-up 
Follow-up on completed contracts is important in order to ensure that the products meet the requirements imposed during the period of the contract. Follow-up can be done by requesting various forms of verification or by monitoring the products delivered.
Discussion of 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 EU directives. All companies that manufacture, sell or import packaging or packaged goods are responsible for the packaging being collected and recycled. This responsibility is usually fulfilled by the company’s associating itself with the materials companies that have formed within the business sector. However, knowledge concerning this responsibility is sometimes lacking, for which reason it is well to draw attention to it in the procurement documentation. For more information concerning packaging producer responsibility see: www.repa.se
B.1 antibiotics in the product
Addition of antibiotics is negative from both a clinical perspective and an environmental perspective. Uncontrolled use and dissemination of antibiotics can contribute to the development of antibiotic-resistant strains of bacteria. Such a development is undesirable and could have effects that are difficult to foresee for both human health and organisms in the external environment. Antibiotics should therefore not be present in products such as dressings because a clinically desirable anti-microbial effect can be achieved in other ways.
B.2 other microbial products
Addition of triclosan is negative from both a clinical perspective and an environmental perspective. Unnecessary use of anti-microbial substances has been noted in connection with the discovery that triclosan is used in every possible different type of product - everything from toothpaste to athletic socks and other cleaning materials. Uncontrolled use and dissemination of antibiotics can contribute to the development of antibiotic-resistant strains of bacteria. Such a development is undesirable and could have effects that are difficult to foresee for both human health and organisms in the external environment. Triclosan should therefore not be included in products such as dressings because a clinically desirable anti-microbial effect can be achieved in other ways.
B.3 silver
Ag+ is toxic to aquatic organisms. A correlation has been established between the development of antibiotic-resistant bacteria and the presence of silver. Silver is a heavy metal and is not destroyed by incineration. In fact, silver is captured during purification of exhaust gases in incineration facilities in Sweden. Silver then ends up in fly ash, a residual waste from incineration.
B.4 allergenic additives
Natural rubber latex can occur in dressing products. Natural rubber latex is generally recognised as an allergen and therefore constitutes a health risk for patients who come into contact with the dressing.
B.6 Colophon (rosin)
Rosin can occur in adhesives in dressing articles. Rosin (with CAS No. 8050-09-7, 8052-10-6 or 73138-82-6) is classified as an allergen R 43 within the EU and therefore constitutes a health risk for patients and personnel who come into contact with the dressing.
C.1 Waste management
Information on how the discarded product or cut-off unused portions of the product and packaging should be managed as waste, against the background of the applicable legislation within the area, facilitates optimal waste management by users from an environmental point of view. The packaging can constitute a relatively large proportion of the waste for dressings and it is therefore important that information on recommended source sorting be provided by the supplier.
C.2 additives in the product
Allergenic additives can appear in dressing products. These constitute a health risk for both patients and personnel who come into contact with the dressings and are therefore undesirable.
C.3 formaldehyde in textile dressings
Formaldehyde is carcinogenic and an irritant. Formaldehyde is classified as an allergen (R43) in the EU. It is therefore desirable that concentrations be zero or as low as possible in textile dressings. There is currently no generally accepted limiting value for formaldehyde in textile dressings. On the other hand, the EU-flower environmental labelling system has developed a limiting value for the occurrence of formaldehyde in textiles that are labelled with the EU flower. Under the EU flower, the concentration of free or partially hydrolysable formaldehyde may not exceed 30 ppm in textiles that come into direct contact with the skin. The working group considers that this evaluation criterion for dressings should be tested until an industry-wide maximum level has been derived.
C.4 closure materials in packaging
The occurrence of natural rubber latex in closure materials for the product is not desirable in the product because natural rubber latex has an allergenic property. About 10% of health-care personnel are allergic to natural rubber latex.
Coming criteria
Silver and anti-microbial additives
The working group has extensively discussed and analyzed the occurrence of silver in dressings. Silver has long been known for its antimicrobial effect. Silver dressings are used clinically in complicated wounds, for example, burn injuries. The silver contained in dressings can occur in various forms.
The working group can determine that information on the quantity of silver in dressings and in what form the silver occurs in dressings is important to know from both an environmental viewpoint and from a clinical viewpoint. There are a very large number of different silver dressings on the market. Currently there is no generally accepted method of determining the quantity of silver in dressings. Different forms of silver have varying biological activity and therefore both different clinical effects and modes of action, as well as different effects on organisms in the external environment. There is currently also a lack of a generally accepted method of judging and evaluating various forms of silver. All in all, the working group concludes that these questions currently cannot be expressed in verifiable, predictable and transparent requirements. 
The working group also finds that there are other additives in dressings that can have an anti-microbial effect such as potassium permanganate. The working group intends to monitor developments in this area in order to ensure that the Environmental Management Council’s criteria are developed in consonance with knowledge and practice in this area.
Other possible future requirements
The working group has noted that dressings can contain a very broad spectrum of additives - all in order to produce as optimum a dressing as possible for various clinical applications. R&D in the dressing industry has meant that new technologies in dressings have been introduced. New types of dressings will be able to assist in the healing process by means of specific mechanisms of action. New technologies in the area mean that there will be a series of additives, the environmental aspects of which are not known. 
The working group also notes that bleaches, dyes and perfumes can be present in dressing articles and will track developments in this area and consider relevant requirements when the criterion is updated.
Version history
Version 1.0 
Developed by the EKU delegation in previous work.
Version 2.0 2007-01-11
The first document developed under the control of the Environmental Management Council. Product group contents and requirements were previously formulated. Requirement that silver may not occur other than in procurement of anti-microbial dressings.
Version 2.1 2007-11-16
New layout.
� Most recent amendment by directive 2004/12/EG


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


� Additive implies an intentional additive to the product.


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


� AOX= Absorbable organic bound halogens measured in discharge from the manufacturing process.


� In the Chemical Inspectorate’s regulations KIFS 2005:7 as amended there are the criteria that are used in order to classify a chemical on the basis of its inherently hazardous properties. In the so-called classification list there are approximately 3000 chemicals that are classified as allergenic. Most of the substances that are pertinent to health care are not found in the classification list. Manufacturers of chemicals such as additives shall, in accordance with chemical legislation, classify those chemicals they manufacture (or import) on the basis of the criteria given in KIFS 2005:7 as amended and the EG’s substance directives. More information is obtainable at: �HYPERLINK "http://www.kemi.se/"�www.kemi.se�


� The criteria for the EU flower label for textiles says that the quantity of free or partially hydrolysable formaldehyde may not exceed 30 ppm for products that come into contact with the skin. More information is obtainable at: �HYPERLINK "http://www.blomman.nu/  in English: http://www.blomman.nu/Default.aspx?tabName=StartPage"�www.blomman.nu� 
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