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Introduction
A vast amount of consumables is used within Anaesthetic and intensive care. The consumables generate both large quantities of waste and in many cases also contain environment and health-hazardous plasticisers (often DEHP – diethylhexyl phthalate) that are identified as a risk minimising substance. Anaesthetic gases are also used within AN/IVA (e.g., nitrous oxide and sevoflouran), as well as apparatus that use energy.
Scope equipment
Gasifiers/gas modules
Anaesthesia apparatus
Respirators
Ventilators/equipment with accessories
Monitoring screens/equipment
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 procuring 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/aniva
· Background information
· Interested party and market analysis
· Reply form
market analysis
Since the response frequency regarding the equipment for the market analysis was quite low, it is difficult to report on the included information. However, supplementary information was found during the criteria development work.
All anaesthesia apparatus on the market today have low flow function, making it possible to reduce gas emissions to a third compared to  apparatus without this function. That is the reason for this requirement not being included in the criteria document. Today apparatus is also equipped with an "on-demand" valve, and  stand-by mode. None of the apparatus need environmentally hazardous chemicals for cleaning.
The apparatus can be connected to a destruction unit that can destroy nitrous oxide emissions. Only one hospital (Karolinska University Hospital) has installed such a unit, with a destruction capacity of 95%. However, at present a destruction unit is very expensive. In the future, new and smaller destruction units may be available on the market.
Most apparatus is equipped with an efficiency meter/consumption meter, but only one supplier has a so-called ecometer, that has a more user-friendly interface.
Many manufacturers assure the quality of the equipment in many ways before delivery to customer, for example, leak testing.
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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
collection system
The tender shall state that the tenderer fulfills the requirements according to regulation (2006:1273) regarding producers' responsibility for packaging. The producer's responsibility requirement for collection system can be fulfilled for tendered product by the tenderer being a member of the REPA-registry or the equivalent, or by the tenderer having their own established system
.
Design of packaging
With regards to design of packing, all packaging shall fulfill the so-called essential requirements stated in Appendix 2 of the packaging directive (94/62/EG).
A.2.    Producer responsibility for electrical/electronic products
The tender shall state how the tenderer fulfills, or at contract start at the latest, will fulfil, the requirements according to regulation (2005:209) 
 regarding producer's responsibility for tendered electrical and electronic products.
A.3.    environmental fee for environmentally hazardous batteries
The tenderer shall state that this environmental fee for environmentally hazardous batteries included in the equipment has been paid according to regulation (1997:645) for batteries.
B.    Mandatory product requirements
The tender must state that the tenderer meets all requirements in part B for the tender to be accepted.
B.1.    metals in batteries 
Lead (>0.1%), cadmium (>0.01%), and mercury (>0.1%) shall not be present in batteries according to regulation (1997:645) for batteries. For reasons of patient safety, in certain cases lead accumulators may be exempted from this requirement (life-sustaining apparatus).
B.2.    Packaging requirements, plastic
Plastic in packaging shall not consist of chlorinated plastics, e.g., PVC. As proof, a certificate from the packaging supplier shall be available at the supplier.
B.3.    Packaging requirements, paper/cardboard
Cellulose in the packaging shall be produced from return pulp, unbleached pulp, or pulp bleached without chlorine gas, i.e., according to TCF or ECF methods. The AOX-emission to the recipient may not exceed 0.25 kg/ton dry pulp.
C.    Award criteria
C.1.    Energy consumption
State the energy consumption in W/h for in standby mode as well as for maximum operating mode for the tendered equipment according to  IEC 60601-1 and specify which modules are included in the measurement. Lower consumption gives higher points.
C.2.    Energy consumption, computers included in the equipment
Do computers included in the equipment meet the energy saving requirements according to ENERGY STAR®,or equivalent, applicable to personal computers 2007-07-19?
C.3.    Efficiency meter/consumption meter
Is the equipment provided with efficiency meter/consumption meter? That is, a device that measures used amount of gas/energy.
C.4.    Gas leakage
Is the equipment tested for leaks? The value shall not exceed 150 ml/minute with 30 cm water/3 kPa overpressure according to leak test method in EN 740
C.5.    Included metals
Does the equipment contain the metals lead (>0.1%), cadmium (>0.01%), mercury (>0.1%), or hexavalent chrome (>0.1%)? Percentages apply to the homogenous material in which the metals are included and are taken from directive 2002/95/EG (RoHS).
C.6.    Included flame retardants and plasticisers
Does the equipment contain flame retardants PBB (>0.1%) and/or PBDE (>0.1%) or added chloroparaffins (> 0.1%)? Percentages apply to the homogenous material in which the substances are included and are taken from directive 2002/95/EG (RoHS).
C.7.    Included phtalates
Does the plastic in the equipment include phtalates DEHP, BBP, DBP, DINP, DIDP, DNOP (>1%)? Percentages apply to the homogenous material in which the substances are included. Content 1% > is the detection limit, but excludes the possibility of adding phtalates.
C.8.    Declaration
Do you work according to the standard IEC 60601-1-9 for new products that are included in the tender?
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. The market analysis should contain an investigation of what types of verifications are most used in the industry 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 equivalent forms of verification.
Medical-technical equipment is verified and provided with CE-marking, which is equivalent to a third party verification specifically for medical-technical products.
Proposals for verification for A: Mandatory requirements for the supplier
A.1 Verification
Collection system
Certificate 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 suitable collection systems, Attachment 6 in report 5648 on the Swedish Environmental Protection Agency's home page: www.naturvardsverket.se/Documents/publikationer
Design
Design of packaging can be verified by the tenderer can show that they follow CEN-standards for packaging.

A.2. Verification
The requirement can be fulfilled by being a member of a collective system or by having their own functioning system. Description of how the system fulfills all obligations according to the producer's responsibility shall be available at the tenderer/supplier and sent in to the procuring authority/unit upon request. To ensure that the tenderer or that the tenderer's supplier chain fulfills the registration requirement for producer's responsibility, it is possible to check if they are registered in the Swedish Environmental Protection Agency's EE-register, see list of registered companies at www.naturvardsverket.se/eeregistret. A registration means that the regulatory authority, that is the Swedish Environmental Protection Agency, has audited the system. If the tenderer or suppliers in the supplier chain are not established on the Swedish market, a description of how producer's responsibility is solved for the tendered products shall be available from the tenderer. For help with assessment of if a system fulfills the producer's responsibility, contact a general assistant at the Swedish Environmental Protection Agency, telephone 08- 698 10 00.
Producer's responsibility consists of the following obligations:
1. report requirement 9 and 20 §§
2. marking requirement 11§
3. the requirement of participation in a collection system 12 § (and others)
4. setting forth financial security (household products) 18 §
5. information requirement 19 §
For information regarding producer's responsibility for electronics and which products are included, see: www.naturvardsverket.se/sv/Produkter-och-avfall/Avfall/Producentansvar/elektriska-och-elektroniska-produkter/ .
A.3. Verification
Upon request the tenderer/supplier must be able to confirm that the environmental fee has been paid to the Environmental Protection Agency for tendered/delivered environmentally hazardous batteries.
Proposals for verification for B: Mandatory requirements on goods
B.1. Verification
Certificate from manufacturers
B.2. Verification
Certificate from packaging suppliers
B.3. Verification
Certificate from packaging suppliers, with AOX-value as supportive document at sampling.
Proposals for verification for C: Award criteria
C.1. Verification
Energy declaration in W/h
C.2. Verification
Relevant environmental marking, relevant IT ECO declaration version 2004/The Eco Declaration/ECMA 370 second edition 2006, Energy Star signed copy of MOU (Memorandum Of Understanding), copy of a document signed by authorised person, product declaration, or equivalent.
C.3. Verification
Product sheets.
C.4. Verification
Technical description/specifications.
C.5. – c.7. Verification
Certificate from manufacturers.
C.8. Verification
Declaration of conformity – as a declaration for CE-marking – where stated that the product fulfils the standard. (A form of self-declaration)
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 fulfill relevant environmental legislation.
Mandatory product requirements
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 fulfill 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
Since October 1, 1994, there are regulations regarding producer's responsibility for packaging. The Swedish rules are based on common EG-directives. All companies that manufacture, sell, or import packaging or packed goods are responsible for collecting and recycling that packaging. This obligation is usually fulfilled by the company joining the material companies formed by the business community. 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 more information on packaging producer's responsibility, see: www.repa.se
A.2 Producer responsibility for electrical/electronic products
The regulation regarding producer's responsibility for electrical and electronic products (SFS 2005:209) entered into force on August 13, 2005. Producer responsibility means that the company that imports and sells or makes and sells an electric or electronic product is obliged to arrange so that the product is taken care of in a correct way when it becomes waste. Legislation states, among other things, that the consumer has the right, at no cost, to leave household waste and that the producer shall make sure that it is taken care of in an environment-friendly way. Producer responsibility applies to those electrical and electronic products that are listed in an attachment to the regulation. This includes goods used in households, offices, lighting sources, electric power tools, sporting and leisure equipment, toys, medical-technical equipment and apparatus. However this does not include, e.g., permanently installed industrial tools or products for specific military purposes.
More information at www.el-kretsen.se and www.elretur.se.
a.3 Environmental fee for environmentally hazardous batteries
The Swedish Environmental Protection Agency does not have enough resources to check if environmental fee has been paid for all environmentally hazardous batteries sold in Sweden. Therefore it is important that you as procurer ensure that all tenderers pay environmental fee for tendered environmentally hazardous batteries. This is to avoid that certain tenderers who do not pay for their environmentally hazardous batteries obtain economic advantages in the procurement, that is, they avoid the costs associated with taking care of these batteries.
b.1 metals in batteries/products
Hazardous substances such as mercury, cadmium, lead, and hexavalent chrome must be restricted to the greatest possible extent, to prevent spreading of these into nature.
c.1 & C.2 Energy consumption
Energy consumption during use is regarded as the single most important environmental aspect of most products that use energy. Also, requirements of energy-efficient equipment are well motivated from an economic perspective, resulting in lower operating cost.
c.3 & c.4 efficiency meter/consumption meter - gas leakage
The purpose of the criteria is to reduce the use of anaesthesia gases and make sure that the user of the equipment is given the possibility of having as good control as possible of their consumption. 
Usually there are major gas leaks in lines in the walls of health facilities, and many health facilities would save a lot of money, and the environment, by reviewing their routed lines and gas leaks in these. However, that leakage is not possible to get at with these criteria.
C.5 metals in batteries/products
Hazardous substances such as mercury, cadmium, lead, and hexavalent chrome must be restricted to the greatest possible extent, to prevent spreading of these into nature.
c.6 & c.7 brominated flame retardants and plasticisers as well as some phtalates appointed as phase-out/risk minimising substances
Priority is given to reducing use of substances hazardous to health and the environment. Brominated flame retardants, chlorparaffins, and the hexavalent phtalates appointed as phase-out/risk minimising substances, all have such properties that it is desirable in the long term to totally discontinue their use.
Version history
Version 2.0 2008-04-10
� 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.


� The regulation is based on the EUROPEAN PARLIAMENT'S AND COUNCIL'S DIRECTIVE 2002/96/EG


of January 27, 2003, regarding Waste Electrical and Electronic Equipment (WEEE).


� See "A practical Guide to Using the CEN Standards – Essential Requirements for Packaging in Europé" � HYPERLINK "http://www.europen.be" �www.europen.be�
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