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Introduction
The pharmaceuticals industry is a chemical-intensive sector. Chemicals are used throughout the manufacturing process, from process chemicals to active ingredients. In a study conducted in India, very high concentrations of active ingredients were discovered in outgoing water from a wastewater treatment plant that took in process water from the pharmaceuticals sector. The use of pharmaceuticals also leads to the spread of chemical substances in nature. The majority of all pharmaceuticals we use are secreted through the urine unchanged or as metabolites (breakdown products) and reach wastewater treatment plants and sometimes even watercourses and groundwater. Pharmaceuticals are often adapted to resist biological decomposition and can therefore remain in the environment for an extended period of time. The "environmental hazardousness" of a pharmaceutical substance refers to its intrinsic properties such as toxicity, ability to break down in nature, and potential to be stored in the fat of organisms such as fish.
Scope
These criteria cover pharmaceutical products intended for human use, and the packaging of these. Pharmaceuticals as defined in section 4 of the Swedish Pharmaceuticals Act (1992:859). 
Environmental and social considerations
	Environmental consideration
	Aim when procuring
	Requirements

	Environmentally harmful emissions from the manufacture of packaging materials derived from cellulose. 
	Set requirements that bleaching takes place with the ECF or TCF method.
	B1

	Content of environmentally hazardous substances in pharmaceuticals that can later spread in the environment.
	Set requirements on the availability of environmental information for pharmaceuticals in order to make educated decisions.
	D1

	Emissions of hazardous substances from pharmaceutical and raw material production.
	Set requirements that procedures should be in place no later than six months after the agreement enters into force.
	D2

	Social/ethical considerations
	Aim when procuring
	Requirements

	Social and ethical impact in phase of manufacturing.
	Set requirements regarding basic social requirements in accordance with the international conventions in ILO.
	D3


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 and social 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, choose the criteria/levels that meet your needs and your objectives and implement these into your own tender documentation.
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 to their own formats and delete those portions of the document that are not relevant to their own tender documentation.
It is also important to indicate how the tenderer should respond to the criteria and what verification (certification) should be submitted (possibly procurer's own reply form).
Different levels
The criteria are divided into three levels: basic level, advanced level and spearhead level. Each contains different requirements. The intention is to give the procuring authority the possibility to select the level according to ambition and condition. It is important to be aware of the consequences the choice of level has with regard to market availability, time consumption and need for special competence when assessing and verifying if the requirements have been fulfilled.
basic requirements
The basic requirements are simple requirements for those who wish to make an environmentally adapted procurement within this area. There is good availability on the market and the requirements are easy to verify.
advanced requirements
The advanced requirements include requirements that go a little further than the basic requirements with regard to environmental performance. They also demand more from the procuring authority with regard to review of verifications and follow-up. The advanced requirements should only be used after a thorough needs analysis.
spearhead requirements
The spearhead requirements are for procuring authorities who wish to procure the best environmental alternative that the market has to offer. The spearhead requirements demand increased verification of compliance (and thus increased competence and resources if no third-party verification alternative is available). The availability of products in the market is less than for basic and advanced requirements. Spearhead requirements should only be used after a carefully conducted needs analysis.
Overview of requirement levels
Table that connects product with criteria and the criteria that are included in the proposed levels:
	Product
	Level
	Criteria

	Packaging
	Basic
	B.1

	
	Advanced
	-

	
	Spearhead
	-

	Pharmaceutical products
	Basic
	D.1

	
	Advanced
	D.2, D.3

	
	Spearhead
	-


Legislation
The Swedish Environmental Management Council has the task of preparing compelling environmental requirements that have higher aims, levels and standards than applicable legislation. The Swedish Environmental Management Council's criteria documentation therefore does not contain any requirements at the legislative level. It may, however, be relevant at times to refer to legislation in cases where compliance levels are low.
Read more about legal requirements on the Swedish Environmental Management Council's website.
Associated documents
The following documents can be downloaded from www.msr.se/kriterier/lakemedel:
· Motive for the criteria
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A.    Mandatory supplier requirements
No mandatory requirements for the supplier are proposed.
B.    Mandatory requirements for the product
The tender must state that the tenderer meets all requirements in part B for the tender to be accepted.
B.1.    Packaging material of cellulose
Pulp included in the external packaging shall be made from recycled pulp, unbleached pulp or pulp bleached without chlorine gas, i.e. in accordance with the ECF- or TCF methods
? A representative average value
 for AOX-emission to recipient
 shall not exceed 0.25 kg/ton
 pulp with 90% TS. This applies to each separate included bleached pulp in the external packaging.
Proposal for verification
Certificate from the tenderer/supplier of the pharmaceutical product/product that all tendered products' packaging materials fulfil the requirement. This means that the tenderer upon request shall be able to show documentation supporting that pulp has been bleached according to analysis method SCAN-W 9:89 or DIN38409 or analysis method stated by authority, it shall be used in control programmes and be performed by accredited laboratory.
Award criteria
No award criteria are proposed.
C.    Special contract terms
It must be evident in the tender that the following contract terms are accepted to apply from and including the time stated in the agreement. Terms do not have to be fulfilled at submission of the tender.
C.1.    Availability of environmental information for pharmaceutical products
At the commencement of the agreement period, the supplier undertakes to provide environmental information for the products that will be covered by the agreement corresponding to the transparent model for environmental classification
 of pharmaceutical products, as established between LIF, Läkemedelsverket (Medical Products Agency), Apoteket AB, Sveriges Kommuner och Landsting (Swedish Association of Local Authorities and Regions), and Stockholms läns landsting (Stockholm County Council). This information may either be the supplier's own, or the supplier may refer to other environmental information. This means, among other things, that before environmental information is published, it shall be reviewed and approved by an independent and expert third party. Thereafter the supplier commits to publish this information on www.fass.se or on another readily available website.
The supplier must provide instructions as to where environmental information is available for the pharmaceutical products that are covered by the agreement. The supplier must indicate the independent third party that reviewed and approved the environmental information and its competence. For the substances where environmental information may not yet be developed, the reason for this must be clearly indicated in the communication with the customer.
Proposal for verification
In signing the agreement, the authorized representative for the company certifies that the supplier follows the requirements drawn up in these contract terms. The signature gives us the right to ask for documentation, or in some other way, and investigate that these conditions are being complied with.
Environmental procedures in the supplier chain
The supplier shall have implemented procedures no later than six months after the agreement enters into force, ensuring that the use and handling of active substances and other raw materials/chemicals included in the manufacturing process of the offered product/products cause as little environmental impact as possible. These must at least include:
· National legislation concerning the environment, safety and health,
· monitoring and control of discharge/emissions to the ground, water and air from the production unit
 (which active ingredients and other chemical substances the monitoring and control covers, and the frequency at which measurements/check controls and reporting are conducted (mass balance calculations can be included in such check controls)).
Proposal for verification
In signing the agreement, the authorized representative for the company certifies that the supplier follows the requirements drawn up in these contract terms. The signature gives us the right to ask for documentation, or in some other way, and investigate that these conditions are being complied with. Environmental management systems such as ISO 14001/EMAS can provide verification if they include the above items.
C.2.    Social considerations in manufacturing
No later than six months after the commencement of the agreement, the supplier shall be able to report procedures for monitoring which sub-suppliers are used in the manufacturing of the product(s) on offer.
The supplier shall report procedures for the supplier's own application of:
· ILO's eight core conventions no. 29, 87, 98, 100, 105, 111, 138, 182,
· The United Nations Convention on the Rights of the Child, Article 32,
· the occupational safety and the health and safety legislation in force in the country of manufacture,
· the labour laws, including legislation on minimum wage and social insurance in force in the country of manufacture.
The supplier shall also be able to report that procedures are in place for communication with sup-suppliers concerning the above items. These procedures must at least contain descriptions of how communication takes place, what is discussed and how deviations/discrepancies are handled.
Proposal for verification
By the authorized representative for the company signing the agreement, the supplier undertakes to follow the requirements drawn out in these terms of contract. This signature entitles us to request documentation or in another way investigate to ensure that these terms are being complied with. 

Future initiatives concerning criteria
Future updates will need to evaluate the suitability of criteria regarding emissions from production, and working conditions, and thereafter make these more stringent if this is deemed appropriate. Criteria concerning packaging materials will possibly be reviewed with regard to renewable and recycled packaging materials. 
Version history
Version 1.0 
Original version.
Version 1.1 2003-03-07
Version 1.2 2005-03-15
Version 1.3 2006-10-25
version 2.0 2007-01-11
Requirement B.1 regarding bleaching method for pharmaceutical product packaging was clarified
version 2.1 2007-06-13
Requirement B.1 regarding bleaching method for pharmaceutical product packaging was moved to C.2
version 2.2 2007-11-16
Criteria transferred to new layout.
version 3.0 2008-10-21
Criteria divided in levels. Criteria regarding PVC in packaging material deleted pending development of new criteria about possibility of material recycling. D.1 reformulated.
version 4.0 2011-01-21
Removal of criteria concerning producer responsibility for packaging. The Swedish Environmental Management Council has removed all legal requirements from the criteria documentation and instead refers readers to the Swedish Environmental Management Council's website, where certain environmental legislation is presented. This has been done to avoid making the environmental requirements too cumbersome for use in procurement. New terms of contract concerning procedures for ensuring that environmental, social and ethical responsibility are considered in the manufacturing of pharmaceuticals and the raw materials used in these. PVC requirements for packaging are not included in this document because these have not been identified as an important environmental consideration for pharmaceuticals. 
� Bleaching of pulp can take place using two different methods, TCF (bleached without chemicals containing chlorine) and ECF (bleached with chlorine dioxide), which are considered environmentally equivalent. Chlorine organic material is formed when bleaching pulp with the ECF-method. This is released in the waste water. The amount is expressed as kg AOX related to tons produced pulp, with 90% dry matter.


� Measured according to analysis method SCAN-W 9:89 or DIN38409 or analysis method stated by authority, it shall be used in control programmes and be performed by accredited laboratory.


� Recipient, e.g., lake or body of water.


� According to Integrated Pollution Prevention and Control (IPPC) Reference Document on Best Available Techniques (BAT) in the Pulp and Paper Industry, December 2001, see � HYPERLINK "http://eippcb.jrc.es/pages/FActivities.htm" �eippcb.jrc.es/pages/FActivities.htm�


� See Environmental classification of pharmaceuticals in �HYPERLINK "http://www.fass.se/"�www.fass.se� guidance for pharmaceutical companies. Se � HYPERLINK "http://www.fass.se/LIF/RootMedia/Pdf/2007%20Environmental%20classification%20guidance%20document.pdf" �www.fass.se/LIF/RootMedia/Pdf/2007%20Environmental%20classification%20guidance%20document.pdf�


� "Production unit" refers to the unit(s) involved in the manufacturing process from active substance to finished pharmaceutical.
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