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Introduction
Vast amounts of examination gloves are used in county councils and regions and within municipalities' healthcare activities as well as within dental care. Several county councils and regions cooperate with municipalities in the region and together procure consumables such as gloves. According to calculations, every 100-120 million examination gloves are used every year only within healthcare associated to county councils. Gloves have very short life and consumption has increased during the last 20 years.
Examination gloves have an impact on the environment and health in primarily three ways, based on today's knowledge:
· chemical additives hazardous to health and the environment
· consumption of finite resources for synthetic gloves (does not apply to natural rubber latex gloves)
· generation of waste
Scope
Criteria include examination gloves within healthcare
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/sjukvårdochomsorg
· Background information
· Reply form
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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
The tender must state that the tenderer fulfils requirements for producer responsibility for packaging in accordance with regulation (SFS 2006:1273 with most recent amendment)
. Producer responsibility can be fulfilled for the offered products by the tenderer or tenderer's upstream supplier being in the REPA register or the equivalent or by having its own established system
.
B.    Mandatory requirements for specifying product/service
The tender must state that the tenderer meets all requirements in part B for the tender to be accepted.
B.1.    included substances
Gloves shall be powder-free.
B.2.    Additives in product
The product shall not contain additives in concentrations over 0.1 %, expressed in mass of the material in the product/glove, that based on criteria for classifying and labelling
 of chemicals and chemical products classified as:
· environmentally hazardous with hazard symbol N
,
· very poisonous, poisonous,
· carcinogenic, mutagenic, or reproductive toxic at least category 2 (so-called CMR-substances) and thus the hazard designation poisonous or very poisonous
.
B.3.    Remnants in product
The glove shall not contain more than 0.1 % thiurams
 expressed in mass of the material in the product/glove.
B.4.    plastic packaging material
Packaging material must not consist of PVC.
B.5.    packaging material of cellulose
Paper/cardboard in the packaging shall be bleached without chlorine gas, that is, according to ECF or TCF-method
.
C.    Award criteria
C.1.    additives in plastic
Does the product contain more than or equal to 0.1 % phtalates  expressed in mass of the material in the product/glove?
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.
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.
Proposals for verification for A: Mandatory requirements for the supplier
A.1 Verification
Affiliation contract to REPA register and/or Swedish glass recycling or description of an in-house system for producer responsibility. To assess whether an in-house system for producer responsibility is acceptable, see Waste Council criteria for a suitable collection systemat www.naturvardsverket.se/Documents/publikationer/620-5648-4.pdf
Proposals for verification for B: Mandatory requirements on product/service
B.1 Verification
Own declaration in the form of product information sheet/content declaration or equivalent.
B.2 and B.3 verification
Own declaration in the form of product information sheet/content declaration or  safety spec sheet for additive/additives with indication of CASno. and/or EINECSno. for additives or equivalent.
Proposals for verification for C: Award criteria
C.1 Verification
Own declaration in the form of product information sheet/content declaration or  safety spec sheet for additive/additives with indication of CASno. and/or EINECSno. for additives or equivalent.
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 requirements for the product
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
Regulations concerning producer responsibility for packaging have been in force since 1 October 1994. The Swedish regulations are based upon common EC directives. All companies which produce, sell or import packaging or packaged products are responsible that the packaging is collected and recycled. This responsibility is normally fulfilled by means of the companies associating themselves with the producer responsibility organisations formed by the business sector. 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 further information regarding producer responsibility for packaging: www.repa.se
B.1 included substances
Powder in gloves may be carriers of different allergens. Powder may enter the ventilation and spread throughout the indoor air. The powder may also negative impact on the healing process of surgical wounds. That is why today 99.5% of gloves used in county council care are powder-free. However, the majority of gloves used in municipal healthcare are powdered.
B.2 additives in product
Use of additives in gloves may contribute to diffuse spreading of health-hazardous substances in the environment. CMR-substances are not desirable. The requirement shall work as a catch criterion. The criterion catches lead and lead compounds as well as plasticiser DEHP, which is a so-called phtalate. DEHP is classified as by EU as toxic to reproduction.
The use of reproductive toxic additives means that these substances may leak out to the environment. Plasticiser additives in gloves are not bound in polymers. Different additives migrate to the surroundings with differing ease. DEHP which is a common additive in gloves has proved to migrate relatively easily. However, today there is no standardised method to measure such migration/leakage, and as well, there is no harmonised level for how much may leak out from the product. Therefore, today it is not possible to formulate any requirements for maximal migration.
Reproductive toxic chemicals can also affect negatively on reproductive ability of organisms in the environment.
Plasticiser additives are present in significantly higher concentrations than 0.1% expressed in mass of the material in the product/glove, on the average 30-40 weight-%.
DBP and BBP are two other phtalates that also are classified as toxic to reproduction within the EU. These two are not known to be present today on the Swedish glove market. It is also likely that these are not present within the EU in gloves.
Gloves should contain additives with properties that fulfill the requirements of the EU chemical strategy and proposals for new chemical legislation (REACH). According to environmental legislation general provisions, the knowledge requirement as well as precautionary and product selection principles shall be applied where possible.
See more under C.1
B.3 remnants in product
Thiurams can be used as accelerators in the vulcanisation process when manufacturing gloves. Thiurams can cause allergies and therefore should not be present in gloves. Of accelerators used when manufacturing gloves, thiurams cause the most chemical-related allergies from use of gloves. According to a German study, 91% of allergies are caused by remnants of accelerators. 78% of those allergic to accelerators were  allergic to thiurams, 19% allergic to carbamates, and approx. 14% allergic to benzothiazoles
.
C.1 additives in plastic
Based on the precautionary and product selection principles, gloves with phtalate additives as plasticiser should be avoided. Alternatives that are not phtalates are already available on the market and have been used with good results. By setting a general requirement for properties of the plasticisers added to the glove in the mandatory requirement B2, the situation is avoided that gloves with other additives than DEHP but with the same negative properties are procured.
DEHP is the most common plasticiser in vinyl gloves. DINP is the most common alternative to DEHP in vinyl gloves within healthcare. Several other additives than these are available on the market for vinyl gloves, such as citrates, butyrates, and adipates. Vinyl gloves without any additive of phtalates have proven to work well within Stockholm's region for 1.5 years back.
The requirement shall also be regarded against a background that six different phtalates (DEHP,DBP, BBP,DIDP,DNOP, DINP) are considered within the EU to constitute a health risk when used in children's toys and children's articles. DEHP, BBP, and DBP are prohibited for use in children's toys and children's articles within the EU
. These three phtalates are within the EU classified as toxic to reproduction and poisonous. Three other phtalates DINP, DNOP, and DIDP are also prohibited according to the limiting directive in toys and children's articles that children may put into their mouths. These have shown different degrees of similar properties as the three phtalates that are classified.
See more under B.2
Future criteria
Health aspects
When procuring gloves, health aspects such as allergy and oversensitivity reactions of patients and staff are significant aspects. This is regarding allergy and oversensitivity to natural rubber latex and remnants of different allergenic chemical additives in the gloves. As background, it can be mentioned that allergy to natural rubber latex exists in 1% of the population, while 3‑11% of healthcare staff have developed such allergy. Between 32% and 51 % of children with meningeal hernia show allergy to natural rubber latex, likely due to exposure to natural rubber latex during repeated operations. Powder in gloves is associated to presence of allergies. Latex gloves are also marketed with a covering film instead of powdered.
The work group has decided to not include such requirements in today's environmental requirement specification. Today there is no accepted standard test method for allergenic natural rubber latex and also there is no generally accepted "approved" level for presence of allergenic natural rubber latex in gloves. The work group confirms that this aspect is important when procuring gloves. However, the work group confirms that to handle this matter, the work group must first be supplemented with competence in specific issues (e.g., dermatological toxicology, dermatology) and representatives of The National Board of Health and Welfare and the Medical Products Agency - Sweden for such work. The work group recommends the Swedish Environmental Management Council to further develop its work within this area. A possible next step in the Swedish Environmental Management Council's work with developing criteria for procuring gloves may be to include this allergy aspect.
Plasticiser additives
Plasticiser additives in vinyl gloves is another area where the work group has investigated conditions to set forth relevant requirements when procuring gloves. The work group confirms that is important to continuously follow up development within this area. It is about following development of phtalate use in gloves, about following development of classification and risk assessment of phtalates as additive in vinyl gloves. The work group also notes that is important to follow development of the corresponding with regards to plasticisers used today as alternatives to phtalates in gloves.
Version history
Version 1.0
Developed by the EKU delegation in a previous work.
Version 2.0 2006-07-20
The first document developed under the auspices of the Swedish Environmental Management Council. Product group scope and requirements are clearly formulated. Requirement (A1 in version 1.0) which was previously required, but is now regulated by law, has been removed.
Version 2.1 2007-11-16
Criteria transferred to new template.
� Most recent amendment by directive 2004/12/EC


� 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.


� National Chemicals Inspectorate regulations KIFS 2005:7 with amendments or EG's substance directive 67/548/EEG with amendments)


� More information available at: �HYPERLINK "http://www.kemi.se/templates/Page____2678.aspx"�http://www.kemi.se/templates/Page____2678.aspx�.


� Risk phrases R 23, R 24, R 25, R 26,  R 27, R28, R39, R45, R46, R48, R 49, R 60, R61, R 68) based on criteria for classifying and labelling (KIFS 2005:7 or EG's substance directive 67/548/EEG with amendments.


� Thiurams can be used as accelerators in the vulcanisation process when manufacturing gloves. Remnants of thiurams may therefore remain in the manufactured product/glove.


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


� Source: A.Hesse, Untersuckung an der Uni Erlangen 1989-92.


� The Council's directive on twenty-second amendment of the Council's directive in the 76/769/EC 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 products).
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