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Introduction
Medical equipment, consumables and accessories for this do not constitute a homogeneous type of waste - contents, quantities used and environmental aspects differ. The environmental aspects differ for the consumables and the devices themselves: accessories are often of a single-use character, that is, they have a very short service life - they are discarded directly after use. The equipment, on the other hand, has a significantly longer service life, is more complex, is made from various materials and has parts that contain electronic circuit boards, among other things. There are 1200-1400 haemodialysis units in Sweden and about 2800 haemodialysis patients receiving about 3 treatments per week. This amounts to approximately 437,000 treatments per year, where each treatment requires dialysis concentrate and priming fluid with its associated packaging, reverse osmosis fluid (purified water) and a tubing set. A typical cleaning procedure is that sterilisation takes place between each treatment. Significant environmental aspects for haemodialysis equipment are consumption of utilities such as energy and water, content of environmentally and health-related hazardous substances and generation of hazardous waste. Use of resources in associated consumables is taken up in the criteria document for consumable materials for haemodialysis. The criteria are based on environmental burden from the use, maintenance and disassembly/discarding of equipment.
Scope
This criteria document includes haemodialysis equipment. 
Equipment and consumables for haemodialysis can be procured simultaneously or consumables can also be procured separately, for which reason haemodialysis equipment can be found in a separate document. Water purification facilities are also dealt with in a separate document -  see Accessories document heading.
Peritoneal dialysis equipment, which as a rule is rented or borrowed, is found in a separate criteria document. Consumables for peritoneal dialysis, where the bags are classified as a pharmaceutical and purchased through pharmaceutical procurement, are also found in a separate document. Tubing for peritoneal dialysis is generally packaged together with the bag or is already installed on the bag, for which reason they are purchased in the same pharmaceutical procurement.
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 Haemodialysis equipment
For procurement of consumable materials for haemodialysis equipment as well, see
· Criteria document Consumables for haemodialysis equipment
· Reply form Consumables for haemodialysis
For procurement of water purification facilities for haemodialysis see
· Criteria document Water purification facilities for haemodialysis
· 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
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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.
A.2.    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 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.
C.    Award criteria
C.1.    Environmental burden under normal operation and use
Does the product documentation contain information to help the user minimise the environmental burden in normal operation and use in accordance with IEC-standard 
60601-1-9
? The product documentation associated with the product offered can confirm this.
C.2.    Content of hazardous substances in electrical and electronic equipment
Does the equipment currently satisfy all the requirements in the RoHS directive
, 2002/95/EG, regarding content of chemicals and heavy metals (mercury, cadmium, lead, hexavalent chromium and the flame retardants PBB and PBDE). (Medical equipment is currently excepted from the directive, but several suppliers already conform to RoHS.) 
C.3.    Energy and water usage 
Can the apparatus be configured so that it turns off automatically when it is not in use? Manual with instructions for operation of the dialysis equipment on offer 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
A.2 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
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.
Suggestions for verification for C: Evaluation criteria
C.1 Verification
We recommend a company certification
 as verification for criterion 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. A random sample is taken when the supplier has all specified support documentation proving that it meets requirements C.1 available for inspection.
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. 
C.2 Verification
Self-declaration by the supplier or equivalent.
C.3 Verification
Company certification, see text under C.1.
Application instructions and information regarding the criteria
Response form
The appropriate response form should be used for one or more position 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 for environmentally hazardous batteries is paid, that producer responsibility for packaging and producer responsibility for electrical and electronic products is fulfilled, both for accessories and for the equipment itself. 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.
A.2 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 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
C.1 Environmental burden with normal operation and use
This requirement is important from the environmental point of view so that the user can utilise the equipment as optimally as possible from the environmental point of view during operation. In the third edition (2005) of IEC 60601, the documentation will be considered to be a part of the equipment and environmental questions will be broken out to a new additional standard IEC 60601-1-9. According to this, instructions shall be included with the equipment on how it is to be installed, used and maintained in a way that minimises environmental burden. The documentation will also state the type and quantity of packaging material, use of energy, water, associated consumables and chemicals plus any emissions from the equipment, for example. The location of hazardous substances within the equipment shall also be indicated along with how the equipment can be disassembled and discarded in a safe manner. 
C.2 Content of hazardous substances in electrical and electronic equipment
Through its RoHS (Restriction of Hazardous Substances) directive, the EU has decided, beginning 1 July 2006, to phase out mercury, cadmium, lead, hexavalent chromium and flame retardants in the PBB group in new electric and electronic products released on the domestic market. The scope of the RoHS directive is coupled to directive 2002/96/EG concerning releases consisting of or containing electrical or electronic products (WEEE), through attachment 1A to the directive. Under the decision medical devices (category 8 medical devices and category 9 monitoring and control instruments) are initially excluded from the decision. The commission has received a recommendation that categories 8 and 9 shall be included in the RoHS beginning 2012, with certain exceptions. One study
 has shown that because it is often standardised electronics that are used in medical devices, medical equipment will probably not contain the metals and flame retardants covered by the RoHS directive. It is primarily when the products become waste that the hazardous substances can burden the environment, especially if the products are not handled in a proper way. Content of hazardous substances makes cost-effective recycling of the collected products difficult.
More information: www.kemi.se
C.3 Energy and water consumption 
One important function that can minimise environmental effects during the operational phase is the possibility of configuring the equipment so that it shuts down automatically when it is not being used, which minimises consumption of water and energy. A disinfection takes place between treatments.
Coming criteria
The following criteria will be evaluated and discussed in conjunction with the next revision of the environmental requirement specifications.
Certain of the evaluation criteria will become mandatory criteria in the future, if appropriate.
Energy consumption
Energy consumption can be evaluated either by giving more points to a lower W/h or by imposing a mandatory requirement that a certain energy consumption should be achieved. This requirement is important both in the standby state and the operating state in order to obtain equipment that is as energy-efficient as possible and thereby limit climate effects. There are currently no standardised measurement methods for energy consumption of dialysis equipment on the market so the requirement cannot be included in this version of the criteria.
Version history
Version 1.0 
First version.
Version 1.1 2007-11-16
Only changes in layout, no changes with respect to the requirements.
� 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.


� 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.


� In the new attachment to IEC (International Electrotechnical Commission) 60601-1-9: General requirements for basic safety and essential performance - Collateral Standard: Requirements for the reduction of environmental impacts, it is suggested that: “The manufacturer shall provide instructions for minimising the environmental impact of the ME equipment during normal use in the accompanying documents.” This will go into effect beginning April 2007 and become Swedish standard in October 2007.


� RoHS (Restriction of Hazardous Substances). According to directive 2002/95/EG dated 27 January 2003 concerning limitation of the usage of certain hazardous substances in electrical and electronic products (RoHS), member countries within the EU with effect 1 July 2006 shall ensure that new electrical and electronic products released on the market do not contain mercury, cadmium, lead, hexavalent chromium and flame retardants in the PBB group. See also discussion text.


� 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.


� Segerkvist, S. Expanding the scope of the RoHS Directive - Prospects and Obstacles, Chemical Inspectorate/Dep of risk reduction and Linköping University/Div. of Env. Techn. and Management, 2005.
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