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Introduction
Articles for enteral nutrition 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
Articles used for enteral nutrition are primarily single-use articles, for which reason this area generates large quantities of waste.
Scope
The criteria document includes the following articles for enteral nutrition: tube feeding sets, nasogastric tube, gastrostomy, port (Knapp), extension tube for Knapp, gastrostomy catheter, PEG, jejunostomy.
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).
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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 (SFS 2006: 1273 with most recent amendment)
. The producer responsibility can be met for the proposed products by bidder or bidder's upstream supplier being in the REPA register or the equivalent or by having its own functioning system
.
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.    Ingredients in the products
The products shall be free from phthalates (<=1000 ppm) CAS no. 117-81-7, 68515-48-0, 28553-12-0, 117-84-0, 26761-40-0, 68515-49-1, 84-74-2, 85-68-7. Einecs no. 210-088-4, 271-084-6, 205-017-9, 284-032-2 and 201-622-7.
Note: This requirement does not currently apply to extension tubing for gastrostomy ports (Knapp).
B.2.    Transport and internal packaging of plastic
Packaging material shall be free from PVC.
B.3.    Transport and internal packaging of cardboard
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.    Ingredients in the products
Are extension tubes for gastrostomy ports (Knapp) free from phthalates (<=1000 ppm) CAS no. 117-81-7, 68515-48-0, 28553-12-0, 117-84-0, 26761-40-0, 68515-49-1, 84-74-2, 85-68-7, 210-088-4, 271-084-6, 205-017-9, 284-032-2 and 201-622-7?
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
Contract 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 a suitable collection system, Attachment 6 in report 5648 on www.naturvardsverket.se/Documents/publikationer
Suggestions for verification for B: Mandatory requirements on goods/services
B.1-B.3 Verification
Environmental impact statement for goods, Certificate from supplier
Suggestions for verification for C: Evaluation criteria
C.1 Verification
Environmental impact statement for goods, Certificate from supplier
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.
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
The Environmental Management Council commissioned a study of healthcare consumable articles in 2003 and priority has been given to the areas with the greatest environmental impact. Nutrition has been given priority because these are high-volume products and several of them consist of soft plastic with added phthalate, usually DEHP (diethylhexyl phthalate), which is classified as a CMR substance Categories 1 and 2, and R60-61 (can produce diminished fertility, can produce foetal damage). DEHP is identified as a phase-out substance by the Chemical Inspectorate, together with most of the other phthalates listed.
Six other phthalates (DEHP, DBP, BBP, DIDP, DNOP, DINP) are considered to constitute a health risk within the EU when used in children's toys and childcare articles
. Three other phthalates (DINP, DNOP and DIDP) are also prohibited under the limit directive for toys and childcare articles that a child could put into its mouth. These have shown varying degrees of similar characteristics.
In accordance with the Environment Act's general terms of reference, caution and the principles of product selection should be applied when possible.
DEHP is the most common plasticiser in PVC and DINP (di-isononyl phthalate, regulated in toys) is the most common alternative. Several plasticiser additives other than these are on the market, such as citrates, butyrates and adipates.
Plasticiser additives in gloves are not firmly bound in the polymers. Different additives migrate out into the environment with different facility. DEHP has proven to migrate out relatively easily. These substances are at risk for leaking out into the environment. There is currently no standardised method for measuring such migration/leakage nor have there been any harmonised levels for how much may leak out from the product. For this reason there cannot currently be imposed any requirements for maximum migration.
A.1 Producer responsibility for packaging
There have been regulations concerning producer responsibility for packaging since 1 October 1994. The Swedish rules 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 met by companies associating themselves with the materials companies that industry has formed. However, knowledge concerning this responsibility is lacking, so that it can be well to draw attention to this in a procurement documentation. For more information concerning packaging responsibility, see www.repa.se.
Version history
Version 1.0
Developed by the EKU delegation in previous work.
Version 2.0 2007-06-13
The first document developed under the control of the Environmental Management Council. Product group contents and requirements were previously formulated. Requirement (A1 in 1.0) previously required, but which is now regulated by law, has been removed.
Version 2.1 2007-11-16
The criteria transferred to 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.


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


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


� The Council's directive for the 22nd amendment of the Council's directive in the 76/769/EEG 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 articles).
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