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Introduction
There are 1200-1400 haemodialysis units in Sweden and about 2800 haemodialysis patients receiving about 3 treatments per week. There are about 437,000 treatments per year, where each treatment requires dialysis concentrate and priming fluid with associated packaging, RO (reverse osmosis) water (purified water) and tubing set. RO water is recycled and treated in a water purification unit that is part of the haemodialysis. Significant environmental aspects for the water purification unit are consumption of materials such as water and chemicals. The criteria are based on environmental burden from the use, maintenance and disassembly/discarding of equipment.
Scope
This criteria document includes water purification units for haemodialysis. Equipment and consumable materials for haemodialysis and peritoneal dialysis are found in separate documents, see header Associated document.
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 associated documents can be obtained from www.msr.se/kriterier/dialys
· Background documents Dialysis (on legislation and environmental aspects)
· Reply form Water purification facilities for haemodialysis
For procurement of peritoneal dialysis equipment and/or consumables, see
· Criteria document Consumables for peritoneal dialysis
· Reply form Consumables for peritoneal dialysis
· Criteria document Peritoneal dialysis equipment
· Reply form Peritoneal dialysis equipment
In procurement of the haemodialysis equipment and/or consumable materials, see
· Criteria document Consumables for haemodialysis equipment
· Reply form Consumables for haemodialysis
· Criteria document Haemodialysis equipment
· Reply form Haemodialysis equipment
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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 responsibility for electrical/electronic products
The proposal shall state that the responder meets all requirements for producer responsibility for electrical and electronic products in accordance with regulation (2005:209) as amended, for the products bid. This can be demonstrated by the bidder or the bidder’s upstream supplier being associated with the El-Krets organisation or by having a functional system in-house. The bidder or the bidder’s upstream supplier must be registered with the Swedish Environmental Protection Agency’s EE registry.
B.    Mandatory requirements on the goods
The proposal shall state that the bidder meets all requirements in part B for the proposal to be accepted.
B.1.    Environmental fee for environmentally hazardous batteries
 
The bidder shall confirm that the environmental fee has been paid on environmentally hazardous batteries included in the equipment in conformity with battery regulations (SFS 1997:645) as amended.
B.2.    Disinfection of the facility
The water-purification facility shall be able to be disinfected without use of chemicals during normal operation. Manual with instructions for maintenance of the proposed water-purification facility must be able to confirm this.
B.3.    New intake of raw water
The water-purification facility shall be equipped so that new intake of raw water is minimised or shut down when the proportion of recirculated purified water is sufficiently high. The drawing of the proposed water-purification facility must be able to confirm this.
C.    Award criteria
C.1 Total water consumption
Does the facility have or provide for a conversion factor of at least 70%?
 Manual with instructions for operation of the proposed water-purification facility can confirm this.
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. The market analysis should contain an investigation of what types of verifications are most used in the business area in question.
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 El-Krets organisation or by a functioning in-house system. A suitable system for a meeting producer responsibility implies that the bidder or bidder’s upstream supplier informs customers of their responsibility for accepting worn-out products, processing the products received in an environmentally responsible way and furnishing information on content required for proper environmental disposal, among other things.
The review shall include, at a minimum:
1. A description of collection procedures
2. Where, by whom and how the collected material is processed. Indicate what type of environmental or quality procedures are applied and, where applicable, that permission is obtained/notification provided in accordance with environmental statutes.
For information concerning producer responsibility for electronics and what products are included see: www.el-kretsen.se/. In order to check that the bidder or bidder’s upstream supplier is registered in the Environmental Protection Agency’s EE registry, see list of registered companies at: www.naturvardsverket.se/eeregistret
Suggestions for verification for B: Mandatory requirements on goods
B.1. Verification
Upon request bidder/supplier must be able to confirm that the environmental fee has been paid to the Environmental Protection Agency for environmentally hazardous batteries. Contact the Environmental Protection Agency (tel.: +46 (0)8 698 10 00) to check that the bidder/supplier has paid the fee in accordance with SFS 1997:645.
B.2-B.3 Verification
We recommend a company certification
 as verification for criteria B.2-B.3 and C.1.
A company certificate shall at a minimum contain the following information:
· supplier’s name, that is, preparer of the company certificate,
· name and function of the contact for issues regarding the company certificate,
· identification of the object of the certificate (e.g. name, type, production date or model designation of a product, description of a process, management system, person or organisation, and other relevant information),
· declaration regarding fulfilment of specified requirements (e.g. “the named object conforms to the requirements in the following documents”),
· a full, clear listing of the specified support documentation that will be available at the supplier,
· date of preparation.
The preparer of the company certification shall upon request make the supporting documentation (stated under each requirement in the criteria document) available to the client to the extent necessary to show that the specified requirement is satisfied. There are no general requirements to make supporting documentation publicly available. It is not recommended to request submission of all supporting documentation from all bidders during the bidding period because this can result in a very large quantity of documentation. Random samples are checked when the supplier has all specified supporting documentation available for inspection to show that these meet requirements B.2-B.3 and C.1.
Visits to the supplier may be necessary to inspect the sample of documentation in the event that the documentation is so confidential that it cannot leave the supplier’s premises
, and also to be able to ensure that appropriate procedures are in place at the supplier to guarantee that the products maintain the specified required levels.
Suggestions for verification for C: Evaluation criteria
C.1 Verification
Company certification, see text under B.2-B.3
Application instructions and information regarding the criteria
Response form
The appropriate response form should be used for one or more item numbers.
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 for the product (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’s procurement criteria for dialysis include statutory requirements as mandatory requirements: requirement that environmental fee is paid for environmentally hazardous batteries, that producer responsibility for electrical and electronic products is satisfied. The reason that the working group has chosen to include these legal requirements is that knowledge of these legal requirements has generally been evaluated as low. It was also judged that it was not generally known that accessories are included in producer responsibility for electrical and electronic products. For this reason it is important that procurement personnel assure themselves that the bidder meets these legal requirements.
The Environmental Management Council working group wishes to emphasise that other important functional requirements in procurement of consumables for equipment, such as compatibility with the equipment from one manufacturer or training of personnel for operating and maintenance of equipment and accessories, fall outside the working group’s terms of reference within the framework of the Environmental Management Council’s procurement criteria.
A.1 Producer responsibility for electrical/electronic products
The regulation regarding producer responsibility for electrical and electronic products (SFS 2000:208) went into force on 1 July 2001. Producer responsibility means that the company that sells a product is responsible to arrange for the product to be taken in hand when it is worn out. The law says, among other things, that the consumer is entitled to turn in, without cost, an old product in connection with the purchase of a new one and to ensure that it is processed in a special environmentally-appropriate way. This means that if a customer buys a new TV, he/she can turn in an old TV, no matter what brand. Producer responsibility applies to those electrical and electronic products that are listed in an attachment to the regulation. Generally, this includes goods used in households, in offices, in medical technology and laboratories. On the other hand, it does not include equipment permanently installed in a building or vehicles, for example. Refrigerators and freezers are also not included because the municipality is responsible for these (Swedish Waste Act 2001:1063).
More information at www.el-kretsen.se and www.elretur.se.
B.1 Environmental fee for environmentally hazardous batteries
In accordance with the battery regulation (SFS regulation 1997:645) a fee will be collected from those who are in the business of dealing in or importing batteries. This responsibility also applies to those who commercially manufacture or import into Sweden goods containing environmentally hazardous batteries. 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 on environmentally hazardous batteries see: www.naturvardsverket.se
B.2 Disinfection of the facility
To minimise use of hazardous chemicals.
B.3 New intake of raw water
To prevent unnecessary use of purified water. The water in the water-purification facility and distribution loop circulates continually.
C.1 Total water consumption
To minimise water consumption.
Coming criteria
Certain of the evaluation criteria will become mandatory criteria in the future, if appropriate.
Version history
Version 1.0
First version.
Version 1.1 2007-11-16
Only changes in layout, no changes with respect to the requirements.
� Environmental fee for environmentally hazardous batteries (in accordance with definition in Directive 2006/66/EG as amended) must be paid for all batteries, including batteries permanently installed in equipment/apparatus.


� Note that the conversion factor is entirely dependent upon the quality of the incoming water. Dissolved salts and organic substances are found in the water and in the event there is considerable organic substance, this can, with a very high conversion factor, clog the RO membrane. For this reason the conversion factor must be adapted individually to each particular clinic.


� A company certificate means that supporting documentation shall always, on request, be made available as described in ISO 17050-1.


� In order to facilitate follow-up and monitoring of such documentation during the contract period, the supplier shall provide access by the procuring agency to production facilities, warehouses and the like. Confidentiality in conformity with the Secrecy Act Ch 8,. §10 applies to documentation and information submitted in conjunction with this.
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