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1.
Introduction 

This authorisation manual aims to harmonise Applicant submissions for PT 21 products at EU level with regard to the environmental risk assessment. It is also intended to aid consistent evaluation of these submissions by Member State Competent Authorities.  It addresses approaches to take to endpoint and scenario selection, assessment of mixtures and mitigation of emissions from application, maintenance and repair activities.  In preparing this guidance a balance has had to be found between ensuring that at least some information is available to Applicants currently working on the bulk of product submissions expected by the end of 2017 and providing fully comprehensive guidance in all areas of the environmental assessment process.  As such this manual should be considered a working document that will be updated over time as more experience is gained through the product authorisation process. 
During the approval phase of PT21 active substances it became clear that additional guidance would be needed to support future product authorisation.  In particular for this product type, the wide range of conditions in the marine and freshwater environments across the EU needs to be carefully considered at product authorisation stage, since these issues were not evaluated as part of substance approval.  The manual aims to maximise harmonisation wherever possible and to reduce workload for Applicants and Member States by identifying a set of agreed exposure scenarios that can be used to demonstrate the environmental safety of products across the EU.  Harmonised approaches are also outlined for those areas where differences in environmental conditions are less critical (for example selection of substance endpoints, approaches to mixture assessment, generation of leaching data etc.).  The manual also recognises that Applicants and Member States need to maintain a degree of autonomy to assess other specific issues, particularly where differences in environmental conditions are most important and may not be adequately accounted for by the agreed scenarios described below.  

In order to capture the wide range of conditions across the EU, the Environment Working Group of the Biocidal Products Committee developed an agreed set of contrasting regional pleasure craft marina scenarios to represent the marine environment and a further combined set of freshwater pleasure craft marina scenarios.  These were developed to supplement existing regulatory scenarios described in either the PT21 OECD ESD (for pleasure craft and commercial shipping) or developed independently by Member States.  Collectively these scenarios represent the core scenarios for the purposes of product authorisation submissions.  To facilitate assessment of risks across this wider suite of core scenarios, the Environment Working Group also developed a set of easy to use calculation sheets for each approved active substance based on EU agreed endpoints to harmonise first tier assessments.  These sheets can be accessed via the PT21 Emission Scenario Document pages on the ECHA website.  This suite of core scenarios is intended to support harmonised EU level authorisation for commercial shipping and pleasure craft.  Note that an additional scenario was developed during the substance approval stage to support specific aquaculture uses and should also be included when relevant to support product submissions.  All relevant core scenarios should be submitted by Applicants and evaluated by the single reference Member State for all EU level product submissions (for example applications under Articles 32 to 40 for Mutual Recognition under the Biocidal Products Regulations).  Following the evaluation of the core scenarios by the reference Member State (rMS), concerned Member States (cMS) can then base individual product authorisation decisions on the results of a subset of relevant core scenarios that they consider representative of their own National conditions.  Further details of the core scenarios relevant to each MS are provided in Section 3.3.  Where acceptable risks cannot be demonstrated on the basis of the subset of relevant core scenarios for a particular cMS, authorisation via Mutual Recognition procedures would not be possible.  Instead authorisation would need to be sought directly with the cMS using any identified MS specific scenarios, mitigation or refinement options or additional specific decision making criteria that may be accepted by that MS.  This allows risks to be assessed on a National basis under conditions that are more representative of specific local environments than are represented by the agreed EU level core scenarios, or taking into account additional MS specific decision making criteria.  These additional assessments would be justified by way of derogation from BPR Article 32(2) as stated under BPR Article 37 (1a) and further applications would need to be submitted under BPR Articles 29 to 31 for products intended for National Authorisation only.  In these circumstances Applicants should consult directly with the relevant cMS to identify any National specific approaches or scenarios.  Section 3 of this document will need to be updated over time as these National specific approaches become formalised.
Whilst the manual is not intended to represent guidance for products intended only for this National Authorisation route (i.e. in accordance with BPR Articles 29 to 31), the general rules outlined in this manual may still be appropriate.  For National Authorisations Applicants are advised to consult the relevant MS for information on any aspects of the applicability of this guidance, further MS specific scenarios and or decision making criteria.  
For further background information reference should be made to the OECD PT21 Emission Scenario Document and the consolidated list of PT21 technical agreements.  Relevant parts of these documents must also be followed as part of all product authorisation assessments.

2.
Substance endpoints and new data
Consistent selection of substance endpoints is critical to ensure harmonised assessments.  This introductory paragraph includes some general points that apply to all product submissions, irrespective of product type.  However they have been included here as useful background information before introducing some of the product type specific points further below.  Product authorisation submissions must be based on substance endpoints agreed at EU level during active substance approval
.  Where new data is submitted for product authorisation, the use of these data in environmental exposure and risk assessments should be fully justified by the Applicant.  New data must be shown to be essential to support the authorisation.  New substance data should in general be added to the existing EU database (e.g. for DT50’s, Koc’s, effect endpoints etc.) and should not simply replace existing values unless a clear scientific rationale is provided.  Where new data is provided that leads to an endpoint becoming more critical (e.g. lowering the PNEC) this should be discussed at WG level to ensure a consistent endpoint is used for all authorisations irrespective of data ownership.  In this case, data will need to be handled in line with the obligations for notification of adverse data in BPR Article 47.  Where new data is provided and is essential to improve a critical endpoint (e.g. to reduce the Assessment Factor and raise the PNEC) such data should be considered protected in line with Articles 59 and 60.  However the WG should be informed of such changes to ensure consistency in handling authorisations from the same Applicant.  Where necessary, the EU agreed list of endpoints should be updated, taking into account any issues around data protection.  These measures are in line with paragraph 45 of the BPR (i.e. systems for the mutual exchange of information to facilitate the functioning of mutual recognition).  
Applicants should note that changes to the PNEC value can be easily incorporated into the existing substance specific regional marine and freshwater pleasure craft calculation sheets by overwriting the existing values for each substance.  However, since these sheets were also constructed using substance specific exposure data generated with the MAMPEC v3.1 model using EU agreed endpoints, any changes to key endpoints such as aquatic or sediment phase DT50, Kd or Koc values cannot be easily implemented within the existing calculation sheets.  Applicants wishing to generate updated versions of the calculation sheets using new endpoints should consult either UK HSE (for information on updating the marine pleasure craft scenarios) or NL CTGB (for information on updating the freshwater pleasure craft scenarios). 
Product specific information, such as data from physical leaching studies, should be evaluated by the rMS.  Ideally leaching tests will be performed with the specific product under consideration.  The relevance of leaching test data generated with similar product formulations should be clearly justified by the Applicant and carefully assessed by the rMS.  Further guidance or checklists to aid consistent evaluation of leaching studies should be developed over time.  
In the absence of product specific data on leaching, in-service losses should be based on a calculation of long term steady state losses following the ISO 10890
 mass balance method.  For the assessment of product families using the mass balance method care should be taken to ensure that the input values adequately reflect the worst case properties across the family in first tier assessments.  Estimates based on calculation methods can only be refined when acceptable supporting information is available (e.g. leaching rate studies following ASTM D6442
, ASTM D6903
 and ISO 15181
).  In such circumstances it may be appropriate to apply a leaching rate correction factor to estimate losses from vessels under more realistic conditions.  The choice of correction factor is currently restricted to a value of 2.9 for vessels at berth only for consistency with the approach agreed during substance approval. Where a correction factor has been applied, the justification for this should be clearly provided in the PAR and evaluated by the rMS.  Detailed information on successful justifications to implement a correction factor that were accepted during the substance approval stage may provide useful background information in this area.  In addition consideration of the latest scientific literature in the field of antifouling paint leaching may be used to support the decision on correction factor selection.
Leaching rate data from product specific tests can be entered directly into the regional or freshwater scenario calculation tools.  Alternatively these tools can be used to perform the ISO mass balance calculation based on product specific parameters.  This facilitates the generation of product specific environmental exposure and risk characterisation assessments.
Note that the use of the long term average release rate from the ISO mass balance methodology may underestimate initial release rates when large numbers of vessels are returned simultaneously to the water.  This is a common issue in Nordic countries after the winter storage period.  Users should note that this issue is not currently accounted for in the first tier scenario calculation tools and may need to be considered in future updates.

3.
Scenarios for assessing emissions during the service life
Relevant scenarios for assessing the service life phases of the main use areas – commercial shipping, pleasure craft and super yachts in marine and freshwater environments are outlined below.  An additional scenario to assess uses in aquaculture situations developed during the substance approval phase is also described.
3.1
Commercial shipping at sea
For the assessment of emissions during the service life of products used in commercial shipping at sea, the OECD Commercial Harbour scenario should be used as the single core scenario.  Risk assessments should be based on average dissolved Predicted Environmental Concentrations (PECs) derived for the wider environment simulated by MAMPEC as concentrations in the ‘surrounding’ area (i.e. for the area immediately outside the Commercial Harbour).  This approach represents the agreed core scenario that should always be evaluated by the rMS and included in the main PAR for EU wide commercial shipping product submissions. This scenario is identical to that used at substance approval stage and should be simulated using the MAMPEC v3.1 model using the in-built OECD-EU Commercial Harbour environment and emission files and EU agreed substance endpoints.  
3.2
Commercial shipping in freshwater

No assessment of emissions from commercial shipping in freshwater is required as part of the core assessment performed by the rMS.  Relevant scenarios will need to be developed in the future to support such an assessment.  For those MS that do require assessment of this emission route in the future, it is proposed that the agreed models and scenarios be assessed by the cMS in a separate National Authorisation only application.  It is proposed that this guidance document be updated to harmonise the introduction of any new relevant scenarios that are developed in this area in the future.
3.3
Pleasure craft at sea and in freshwater
During the active substance approval stage the environmental risk assessment for pleasure craft at sea was based on the OECD marina scenario with risks based on concentrations in the wider environment as represented by the MAMPEC ‘surrounding’ scenario (i.e. immediately outside the OECD marina).  No harmonised approach was available to assess risks from pleasure craft in freshwater environments at that time.  The position taken on the use of the ‘surrounding’ OECD marina scenario for marine environments was considered an interim approach that was only intended to identify safe uses for the purposes of active substance approval.  Development of approaches and scenarios at product authorisation stage was anticipated.  
As highlighted in the introduction, the Environment Working Group of the Biocidal Products Committee has now developed an agreed set of contrasting regional marina scenarios
 to represent the marine environment and an additional set of freshwater marina scenarios for this environment.  Both are intended to support harmonised EU wide first tier assessments.  For the regional marine environment scenarios were based on information from the report on regional marina scenarios (University of Newcastle, 2013).  For these environments the scenarios consist of 148 marinas in four regions (Atlantic, Mediterranean, Baltic Transition and Baltic Sea
) along with the existing OECD marina
 which has been retained for consistency with the assessments undertaken during substance approval. For freshwater7, the scenarios consist of 46 marinas based on data provided by 5 Member States, along with two existing regulatory marinas (the OECD Swiss marina – adapted and the NL National marina8).  

Collectively these new scenarios are considered to represent a significant development from the single generic OECD marina scenario that was used during substance approval.  However a number of important limitations of the work should also be acknowledged.  The option to simulate marinas within MAMPEC is limited to marinas with a simple quadrilateral geometry.  In reality many of the marinas within the dataset had much more complex geometries.  Therefore the results for individual marinas across the four marine regions and the freshwater scenarios should be considered as being generally indicative of the likely range of concentrations, rather than being accurate predictions for any individual marina.  It should be acknowledged that the marinas included in the Newcastle University report were originally chosen to be representative of the type of inlet marina represented by the existing OECD marina.  Therefore all marinas are enclosed to a greater or lesser extent with a clear entrance.  This reduces exchange with the surrounding environment and is likely to mean that this set of marinas represents a conservative population – at least with regards to concentrations inside the marinas.  More open or ‘pontoon’ style marinas would be expected to experience much greater exchange with the surrounding environment and represent less conservative scenarios with respect to concentrations inside the marina.  In addition, in the absence of site specific information a number of default values were used for all modelled marinas.  This is discussed in more detail in the original report (see “WGI2017 ENV 7-2b(i)6) and relates to parameters such as flow rate, maximum tide density difference, DOC and SPM concentrations.  Across the four marine regions, some marinas were noted to lie at the mouth of a river, where flow rates (and possibly salinity differences) may be expected to be higher than the defaults due to increased freshwater inputs.  Salinity differences are also likely to be much more variable than is reflected by the single defaults per region.  During development of the scenarios the use of defaults for the different marine regions and freshwater scenarios was agreed in the absence of more detailed site specific information for each marina.  However it should be noted that this further supports the idea that these simulations should be considered as representing more virtual scenarios rather than being accurate representations of any of the named scenarios.  No formal ‘validation’ of model parameters was undertaken as part of this work.  The approach taken should therefore be considered a form of blind simulation, with no detailed calibration or parameterisation performed.  However a limited consideration of model results against available monitoring data was conducted in the original report on the marine scenarios6 and indicated that the regional marina approach provided a reasonable estimate of either peak or average monitored concentrations for two contrasting substances in the Atlantic and Mediterranean Regions.  The model was noted to provide more significant overestimates of concentrations from the Baltic Regions from the limited assessment conducted.
Taking the above limitations into account, the current scenarios should therefore be considered to represent a first tier approach that could be subject to further development as more reliable information becomes available in the future.  The current set of scenarios could also be extended to include a greater number of marinas to better represent particular environments or marina types (e.g. more open marinas or marinas from particularly sensitive locations).  The development of the modelling approach, including higher tier refinements is encouraged and it is intended that this document will be updated to record any EU wide agreed developments in this area in the future. 
The number of additional scenarios for both marine and freshwater environments that have been developed increases complexity in this area.  For this reason these scenarios have been implemented into easy to use calculation sheets for each approved substance based on EU agreed endpoints which can be accessed via the PT21 Emission Scenario Document pages on the ECHA website.  The sheets also contain standardised output pages that can be used to populate the relevant sections of individual Product Assessment Reports.  The development of these calculation sheets is intended to meet the aim of this manual to aid harmonisation and reduce workload.  For the assessment of emissions during the service life of pleasure craft in marine and freshwater environments, the 90th percentile concentration from each relevant set of scenarios (e.g. the relevant marine region or freshwater environment) should be used in calculating the risk characterisation ratio at the first tier.  The 90th percentile is accepted here as the environmental exposure assessment goal and is intended to represent a realistic worst case.  Here it is important to acknowledge the subpopulation of marinas from which this percentile is drawn.  For example, for the marine scenarios, the population is based exclusively on inlet or enclosed marinas.  When reference is made to a 90th percentile concentration, strictly this should only be interpreted as the 90th percentile of concentrations either within or surrounding the marina types included in the different data sets.  It should not be taken to be representative of the percentile distribution in all marinas or even all of the wider, surrounding environments.
The 90th percentile concentration is calculated automatically by the separate calculation tools. Assessments based on all core scenarios should be included in EU level submissions and should be evaluated by the rMS and presented in the PAR.  This will aid Mutual Recognition by concerned MS.  Since not all scenarios or regions are relevant to all MS, the table below identifies the scenarios of relevance to each MS.  To support authorisation in each MS without the need for additional information, all relevant scenarios for that MS must result in an acceptable risk assessment.  Note that the table below will be updated over time as MS specific scenarios are developed.
Marine and freshwater pleasure craft marina scenarios and relevance for individual Member States
	Pleasure craft scenarios
	EU level
	BE
	DK
	IE
	ES
	FR
	NL
	PT
	UK
	NO
	BG
	EL
	HR
	IT
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EU level: These scenarios should ALL be submitted and evaluated by the rMS
    X      : Scenario relevant to individual MS  

1: Note that for product authorisation in SE, KemI has considered it appropriate in some cases to use an additional Assessment Factor when deriving the PNEC for the Baltic Sea.  Applicants are advised to contact KemI for advice on specific assessment factors for the relevant Baltic Sea scenarios.
2: The freshwater scenario here refers to those included in the separate Excel calculation tool, comprising 46 marinas from five contrasting MS.
3: The section on Member State specific scenarios will be updated over time as more experience is gained on individual National approaches.
The choice of environmental compartment for the risk characterisation is critical, since concentrations predicted inside the marinas are significantly higher than those predicted to occur in the surrounding environment (i.e. for the area immediately outside the marinas).  Whilst the experts at the BPC Environment Working Group proposed that assessments should be based on average concentrations inside the marinas, the final decision also needs to consider the wider views of EU Risk Managers, via consultation with the Biocide Competent Authority meeting.  At the time of preparation of this version of the manual, formal consultation with risk managers using the finalised versions of the risk assessment tools had not taken place.  Therefore for the purposes of preparing regulatory submissions, it is proposed that 90th percentile concentrations inside marinas and in the surrounding areas should be presented.  Both values are included in the standardised output page of each calculation sheet.  This will be useful to facilitate any future decision making in consultation with EU risk managers.
Where unacceptable risks are identified in one or more of these relevant core scenarios, Applicants will need to provide further information to support a refined exposure and risk characterisation assessment.  It may also be possible to support a submission for National Authorisation only based on additional MS specific scenario requirements or decision making criteria.  Applicants are advised to discuss refinement options with the relevant MS.
Where the outcome of the risk assessment requires a product to be restricted to marine use only, individual MS will have to ensure that appropriate labelling and/or other control measures are in place to ensure that products are used in line with the conditions of authorisation 
These ‘other control measures’ could include a variety of specific actions implemented by Applicants through appropriate product stewardship schemes e.g. poster campaigns, working closely with product suppliers or stakeholder user groups, providing additional product information sheets or via application of labelling requirements for treated articles under Article 58 of the BPR etc.
3.4
Super yachts
Super yachts (≥ 24 m) are built and maintained in commercial shipyards, and are mainly oceangoing. The very largest of these vessels are not allowed to berth in many typical pleasure craft marinas and have to weigh anchor outside.  The risks from this specific use pattern are therefore likely to be sufficiently addressed by the existing commercial shipping scenario and no additional assessment of emissions from super yachts is required provided that an assessment as per Section 3.1 for Commercial shipping results in an acceptable risk assessment.
3.5
Aquaculture uses and other service life scenarios

Where product authorisation is sought for uses in aquaculture the EU agreed fish net scenario should be used.
Reference
Emission scenario for nets used in fish farms (NO, 2015)
4
Assessment of mixtures
For the assessment of products that contain relevant mixtures of substances (e.g. multiple active substances and/or including environmental Substances of Concern, SoCs) this manual proposes that the Transitional Guidance on mixture toxicity assessment for biocidal products for the environment (ECHA 2015) be applied.  Applicants should note that this transitional guidance is expected to be included in the next revision of the relevant ECHA Volume IV Part B and C guidance.
According to the transitional guidance on mixture toxicity, where an assessment is triggered it should be performed in a tiered manner.  At Tier 1 this requires simple summation of individual PEC/PNEC ratios.  At higher tiers it requires modified or standard Toxic Unit Summation approaches separated by trophic levels.  At Tier 4 experimental testing of relevant mixtures is a possible refinement.  
The mixture guidance is relatively straightforward to follow for commercial shipping uses relying on the single OECD Commercial Harbour scenario.  Here simulations need to be performed for each relevant substance in the mixture and PEC/PNEC ratios combined in line with the tiered approaches outlined above.  A similar simple approach to assessing mixtures can be applied for simulations based on the separate OECD Marina scenario or the existing freshwater regulatory scenarios (i.e. the standalone OECD Swiss marina and the NL National marina).  

The mixture guidance becomes more complex for PT21 use situations requiring multiple exposure scenarios (e.g. pleasure craft in the different marine regions or freshwater environments).  However the individual active substance specific calculation sheets can be still used to generate the relevant single substance exposure outputs and associated PEC/PNEC ratios.  To facilitate the mixture assessment for these more complex situations a template mixture assessment calculation tool (Multiple substance RQ_final_v1.xlsx) has also been prepared and can be accessed via the ECHA website.  The individual PEC/PNEC ratios for each relevant substance in the mixture for each scenario can be copied into this separate tool that then facilitates the summation of PEC/PNEC ratios and derives appropriate percentile outputs for the different environments for the purposes of the mixture risk characterisation assessment.  The approach avoids overly conservative assessment based on combining multiple 90th percentile concentrations, and instead ensures that PEC/PNEC ratios are combined before recalculating the combined 90th percentile.  At the present time substance specific calculation tools are available for all approved active substances and zinc, which was identified as a common SoC during the development phase of the calculation tools.  As further common SoCs are identified separate calculation tools may be prepared to aid detailed assessment of these additional substances in mixtures.  As an interim measure, it is proposed that an initial mixture assessment be conducted for just the active substances in the product (plus zinc if present in the formulation).  From this initial mixture assessment, the individual regional or freshwater scenario closest to the combined 90th percentile concentration can be identified (this is done automatically by the mixture assessment tool).  Where necessary, these individual scenarios can then be used to simulate the contribution from the additional SoC(s) within the MAMPEC 3.1 model.  A step by step guide to generating SoC specific PEC values has been provided in Appendix I.  Following this guidance, the PEC/PNEC ratio for the SoC(s) can then be added to the 90th percentile sum of the PEC/PNEC ratios for the active substance derived from the initial mixture assessment in order to finalise the overall assessment.
To address the potential for cumulative exposure to mixtures of active substances (and SoCs) arising from different products impacting the same environment (as required under Article 8 (3)), it is proposed to address this simply via the use of a default application factor of 0.9 for both commercial shipping and pleasure craft (0.95 for copper only in line with assessments undertaken at approval stage).  These values should be used in all first tier assessments and should not be lowered at this tier of assessment, even when market share data is available.  This means that each product has to be shown to be safe on its own, and prevents the situation where the total emissions of all substances to the same environment are not properly addressed.  The appropriateness of this approach should be reviewed in the future depending on changes in the antifouling paint market.  The approach may also need to be reviewed pending finalisation of generic guidance on aggregated or cumulative assessments.
The assessment of mixtures should be based on the same relevant core scenarios identified in Section 3 above.  This includes the proposals to base risk assessments on concentrations either inside pleasure craft marinas or in the areas surrounding commercial harbours.  This ensures the same basic exposure goals are applied for mixtures as for single substance assessments.

The approach to aggregated exposure (i.e. the assessment of overall exposure to the environment, to the same substance, by emissions during all life cycle steps relevant under the BPR) is addressed in below Section 5.
5. 
Application, maintenance and repair
The Implementing Regulations for all approved active substances include specific provisions with regard application, maintenance and repair activities.  The wording of the specific provision was discussed and amended at BPC-17.  The specific provision states that authorisations are subject to the following conditions:-

“Labels and, where provided, safety data sheets of products authorised shall indicate that application, maintenance and repair activities shall be conducted within a contained area to prevent losses and minimise emissions to the environment.  This means that activities must take place on impermeable hard standing with bunding or on soil covered with an impermeable material.  Any losses or waste containing antifouling biocides shall be collected for reuse or disposal.”
Since these regulations are binding in their entirety and directly applicable in all MS, the manual proposes that these specific provisions can be used to address these emission routes. All product labels must contain the above risk mitigation phrasing to minimise environmental emissions.  The specific provision above does not differentiate between professional and non-professional users.  As a result a formal quantitative assessment of risk from these activities will not be required.
Based on the standard risk mitigation measures above, individual MS will have to ensure that appropriate labelling and/or other control measures are in place to ensure that products are used in line with the specific conditions of approval.  These ‘other control measures’ could include a variety of specific actions implemented by Applicants through appropriate product stewardship schemes e.g. poster campaigns
, working closely with product suppliers or stakeholder user groups, providing additional product information sheets or via application of labelling requirements for treated articles under Article 58 of the BPR etc.  The effectiveness of these measures will need to be considered during the future renewal stage.
The BPC-17 meeting also noted the need to develop emission scenarios to account for release pathways to air following spray applications to commercial shipping if these are identified as relevant during product authorisation.  This guide will be updated to include any future scenarios as necessary.

Appendix I:  Step by Step guide to generating SoC specific PEC values for PT21 Excel calculator tool using MAMPEC v3.1

This step by step guide should be used in conjunction with Section 4.

1.
Install MAMPEC

Install MAMPEC version 3.1.  This can be installed as either the installer version (if you have full administrative rights on your PC) or using the portable version (for use on any drive/directory if you have only limited administrative rights).  Make sure you download the AF version rather than the BW (ballast water) version.

Installation files can be found here:- https://download.deltares.nl/en/download/mampec/
2.
Import marina scenarios

The regional pleasure craft marina scenarios and the freshwater scenarios are available in 5 separate MAMPEC database files (.db files).  These are files that MAMPEC can read as the different ‘Environments’ within the model framework.  Copy and paste the embedded files below to a folder on your PC (keep them as .db files in order that MAMPEC is able to read the data correctly).

 
[image: image1.emf]Atlantic.db
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Once the model is installed (step 1 above), run the MAMPEC model by double clicking on the MAMPEC.exe file in your chosen download/installation folder.

Select the ‘Import’ option from the menu on the left hand side.

Navigate to the location of the pleasure craft marina environment .db files saved from above.  Start with the Atlantic .db file.  

Highlight all 47 of the Atlantic marinas and then select ‘Import environments’.

Repeat for the remaining 3 marine regions (i.e. Mediterranean, Baltic Transition and Baltic Sea) and the freshwater scenarios.

3.
Create a marina specific emission scenario

MAMPEC requires an emission file in order to perform the correct simulations.  You will need to create a marina specific emission file for each relevant scenario (i.e. each marina closest to the 90th percentile as detailed in Section 4 of the PT21 Product Authorisation manual).  This will ensure the correct number of ships, leaching rate and application factor is used in the simulation.

The easiest way to create an emission file is to amend an existing file.  Select the ‘Emission’ option from the left hand menu and then ‘Load’ the EU MOTAv6 Marina.  This is the emission file for the standard OECD marina from the PT21 ESD (and assumes a surface area of 30.7m2, 276 ships at berth, application factor of 90% and leaching rate of 2.5µg/cm2/d).  Amend the description to reflect the new marina you want to simulate.  Overwrite the surface area to 27.3m2, number of ships at berth, application factor and leaching rate to the correct values for your chosen SoC.  The number of ships at berth information for each of the marine and freshwater scenarios can be found in the original development reports below.

WGI2017 ENV 7-2b(i) Analysis of regional pleasure craft marina scenarios and proposals for a PEC calculation tool (see Tables 3 to 6
)

WGIII2017_ENV_8-6b_Analysis of fw marina scenarios (see embedded Excel file in Section 3.1)

Select ‘Save as new’.  If you need to create multiple emission files repeat the steps in Section 3 above for each marina.

4.
Create the active substance file

Create the compound file based on the properties of the SoC.  Data should be entered by selecting the ‘Compound’ option from the left hand menu.  All relevant data should be filled in and stored using the ‘Save as new’ option.  For transparency and Quality Control we recommend that a screenshot of the final compound parameters is included as part of the regulatory submission.  This will make it easier for all MS to validate.  

5.
Run MAMPEC for each marina

Run the MAMPEC model for each relevant scenario/SoC combination.  Select ‘Run models and view results’ from the left hand side menu, select the relevant environment, compound and emission file by using the drop down list accessed via the ‘Change’ buttons.  

Select the ‘Run model’ option, record the results (i.e. the relevant PECsw and PECsusp. inside marinas and in the surrounding area).  Use the modelled PEC values to generate additional PEC/PNEC ratios.  The PEC/PNEC ratio for the SoC(s) can then be added to the 90th percentile summed PEC/PNEC ratio for the active substance derived from the initial mixture assessment performed in line with Section 4 of the product manual in order to finalise the mixture assessment.
References
A number of other relevant guidance documents exist in this area and these should be consulted alongside this manual where appropriate:-

Emission scenarios for antifouling products in OECD countries (European Commission, DG Environment, 2004) 
The OECD PT21 Emission Scenario Document.

Emission scenario for nets used in fish farms (NO, 2015)
Additional scenario document for calculating emissions from PT21 active substances from nets used in fish farms.

Guidance on assessment of multiple simultaneous exposure routes of PT 21 active substances (TM III 2013)
Additional scenario document for addressing multiple simultaneous exposure routes from single chemicals in PT21 only.

Guidance on selection of kinetic input parameters for MAMPEC for PT 21 exposure assessment (TM III 2013)
This guidance on selection of kinetic input parameters for MAMPEC should be consulted when new data are available on the fate and behaviour of the active substance and metabolites in aquatic systems.

Consolidated list of PT 21 technical agreements; version 1.2 (TM II 2013)
This document provides a list of technical agreements that have been reached during previous Technical Meeting Environment discussions on PT21 active substances.

Workshop report: Harmonisation of leaching rate determination for antifouling products under the BPD (Ispra, 2006)
This document provides a report of the workshop aimed at agreeing the approach to derive leaching rates for PT21 active substances.

Transitional Guidance on mixture toxicity assessment for biocidal products for the environment
This guidance document addresses the assessment of the mixture toxicity of products as well as synergistic effects by applying a tiered scheme for the consideration of mixture effects during the environmental risk assessment of biocidal products.

Regional marina scenario: Defining typical regional please craft marinas in the EU for use in environmental risk assessment of antifouling products (University of Newcastle, 2013)
WGI2017 ENV 7-2b(i) Analysis of regional pleasure craft marina scenarios and proposals for a PEC calculation tool
WGIV2017 ENV 8-8 Analysis of EU freshwater marina scenarios and proposals for a PEC calculation tool


� Note that for product authorisation in SE, KemI has considered it appropriate in some cases to use an additional Assessment Factor when deriving the PNEC for the Baltic Sea.  Applicants are advised to contact KemI for advice on specific assessment factors for the relevant Baltic Sea scenarios.


� ISO 10890 (2010), Paints and varnishes - Modelling of biocide release rate from antifouling paints by mass-balance calculation


� ASTM D6442, Standard Test Method for Determination of Copper Release Rate from Antifouling Coatings in Substitute Ocean Water


� ASTM D6903, Standard Test Method for Determination of Organic Biocide Release Rate from Antifouling Coatings in Substitute Ocean Water


� ISO 15181 (all parts), Paints and varnishes — Determination of release rate of biocides from antifouling paints


� See “WGI2017 ENV 7-2b(i) Analysis of regional pleasure craft marina scenarios and proposals for a PEC calculation tool” and “WGIII2017_ENV_8-6b_Analysis of fw marina scenarios” for further background details





� Following MS consultation the wet surface area of vessels in the marine regional scenarios was set to 27.3m2 and was set to 22.0m2 in the freshwater scenarios.


� The wet surface area of the OECD marina, OECD Swiss marina and NL National marina was maintained at the previous default value of 30.7m2 to enable comparison between the different sets of scenarios.


� See � HYPERLINK "http://www.coatings.org.uk/antifouling" ��http://www.coatings.org.uk/antifouling� for an example of the safe antifouling campaign initiated by the British Coatings Federation


� Note that in the Baltic Sea region, Marina 33 (SE9) has an updated number of boats of 1400 compared to that used in the original analysis reported in this paper.  Marina 33 (SE9) is the Bullando marina that has been the basis of regulatory scenarios developed in SE by KEMI.  The revision to 1400 boats is now consistent with the KEMI scenario.
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