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Decision Document – Wrexham Pharmaceutical Works, EPR/SP3030LZ variation application V003 
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[bookmark: _Toc964032]Bespoke permit Variation   
[bookmark: _Hlk441206]The application number is:	SP3030LZ/V003	
[bookmark: _Hlk441188]The Applicant / Operator is:	Ipsen Biopharm Limited		
[bookmark: _Hlk441173]The Installation is located at:	Wrexham Pharmaceutical Works, Ash Road, Wrexham Industrial Estate, Wrexham, LL13 9UF

We have decided to issue the variation for Wrexham Pharmaceutical Works operated by Ipsen Biopharm Limited.  The variation number is EPR/ SP3030LZ/V003 

We consider in reaching that decision we have taken into account all relevant considerations and legal requirements and that the permit will ensure that the appropriate level of environmental protection is provided.


[bookmark: _Toc964033]Purpose of this document

This decision document:
explains how the application has been determined
provides a record of the decision-making process
shows how all relevant factors have been taken into account
justifies the specific conditions in the permit other than those in our generic permit template.
Unless the decision document specifies otherwise we have accepted the applicant’s proposals.


[bookmark: _Toc964034]Structure of this document

· Table of contents
· Key issues 
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[bookmark: _Toc964037]Key issues of the decision 

This application was for a variation to the permit to allow the installation to change the sterilisation process away from the use of Formaldehyde to the use of Hydrogen peroxide. The emissions of formaldehyde will initially reduce and then stop and the emissions of hydrogen peroxide will replace them.  Hydrogen peroxide quickly break down in the environment into water vapour and oxygen and is therefore a significant improvement.


1 [bookmark: _Toc453077959][bookmark: _Toc964038][bookmark: _Toc453077960]Our decision 

Based on the information currently available to us we decided to issue the permit variation.  

We consider that, in reaching that decision, we have taken into account all relevant considerations and legal requirements and that the permit will ensure that a high level of protection is provided for the environment and human health.

The permit contains many conditions taken from our standard Environmental Permit template including the relevant Annexes. We developed these conditions in consultation with industry, having regard to the legal requirements of the Environmental Permitting Regulations and other relevant legislation. This document does not therefore include an explanation for these standard conditions. Where they are included in the permit, we have considered the Application and accepted the details are sufficient and satisfactory to make the standard conditions appropriate.  

2 
3 [bookmark: _Toc964039][bookmark: _Toc453077961]How we reached our decision
[bookmark: _Toc964040]2.1 Receipt of Application

The Application was accepted as duly made on 31 May 2018.  This means we considered it was in the correct form and contained sufficient information for us to begin our determination, but not that it necessarily contained all the information we would need to complete that determination. 

The Applicant made no claim for commercial confidentiality. We have not received information in relation to the Application that appears to be confidential in relation to any party.

 

[bookmark: _Toc964041]2.2	 Requests for Further Information

During the processing of the application, we requested additional information and this information was received on 10 October 2018.


4 [bookmark: _Toc964042]The Legal Framework

The Permit variation will be granted, under Regulation 20 of the EPR.  The Environmental Permitting regime is a legal vehicle which delivers most of the relevant legal requirements for activities falling within its scope.  In particular, the regulated facility is: 
an installation as described by the IED; 
subject to aspects of the Well-Being of Future Generations (Wales) Act 2015 and the Environment (Wales) Act 2016 which also have to be addressed.  


[bookmark: _Toc964043]4	The Installation
[bookmark: _Toc964044]4.1 Description of the Installation and related issues
[bookmark: _Toc453077966]4.1.1	The permitted activities

[bookmark: _Toc453077967]The Installation is subject to the EPR because it carries out an activity listed in Part 1 of Schedule 1 of the EPR:

The site produces sterile injectable therapeutic medicines.

[bookmark: _Toc453077972]Our decision includes but is not limited to the following: 
[bookmark: _Toc453077975]
[bookmark: _Toc964045]4.2 Operation of the Installation – general issues
[bookmark: _Toc453077976]
4.2.1	Administrative issues
[bookmark: _Toc453077977][bookmark: _Toc453077979][bookmark: _Toc453077978]The Applicant is the sole Operator of the Installation. This variation makes no changes to the operator or installation boundary.

Relevant Convictions
NRW’s COLINS Database has been checked to ensure that all relevant convictions have been declared.  

No relevant convictions were found. 
4.2.2	Management

The Applicant has stated in the Application that they will implement an Environmental Management System (EMS) that will meet the requirements for an EMS in our “How to comply with your environmental permit guidance”. This variation makes no change to the EMS.

[bookmark: _Toc453077980] 

[bookmark: _Toc453077981]4.2.3	Operating techniques
[bookmark: _Toc453077984]
We have reviewed the techniques used by the operator and compared these with the relevant guidance notes. This variation adds operating techniques. 


[bookmark: _Toc453077986][bookmark: _Toc964046]5	Minimising the Installation’s environmental impact 
[bookmark: _Toc453077987]
Regulated activities can present different types of risk to the environment, these include odour, noise and vibration; accidents, fugitive emissions to air and water; as well as point source releases to air, water, sewer and discharges to ground or groundwater, global warming potential and generation of waste.  All these factors are discussed in this and other sections of this document.


We have reviewed the operator's assessment of the environmental risk from the facility.  

The operator’s risk assessment is satisfactory. 

[bookmark: _Toc453077988]
[bookmark: _Toc453077989][bookmark: _Toc964047]5.1 Assessment of impact to surface and ground water
[bookmark: _Toc453077990]

Based upon the information in the application we are satisfied that the appropriate measures will be in place to prevent pollution of ground and surface water. 
 

[bookmark: _Toc453077994]
[bookmark: _Toc964048]5.2	Impact on Habitats sites, SSSIs, non-statutory conservation sites etc


[bookmark: _Toc964049]European Sites

[bookmark: _Hlk529713][bookmark: _Hlk527545080]Due to the fact that the emissions break down into water vapour and oxygen and that the emissiions themselves are very small and very infrequent, we conclude that there is likely to be no significant effect on the features of the European habitats.


[bookmark: _Toc964050]SSSI Assessment

Due to the fact that the emissions break down into water vapour and oxygen and that the emissiions themselves are very small and very infrequent, we conclude that the proposed variation is not likely to damage any of the special interest features of the SSSI’s.

	
[bookmark: _Toc453077995]
[bookmark: _Toc964051]6  Setting ELVs and other Permit conditions
We have decided that emission limits do not need to be set for the hydrogen peroxide a result of this variation. The annual emissions for Formaldehyde have been reduced.

[bookmark: _Toc453077998]
[bookmark: _Toc964052][bookmark: _Toc453077999]6.1	Monitoring

[bookmark: _Hlk524698735]This variation makes no changes to monitoring requirements. 
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