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1 INTRODUCTION 

1.1.1 Wardell Armstrong have been appointed to prepare an environmental permit 

application for Oxford Biomedica PLC for the production of pharmaceuticals, 

including gene therapies and a COVID-19 vaccine. This report provides a Non-

Technical Summary of the application.  

1.1.2 The installation is located within Oxford Business Park in Cowley, Oxford and is used 

for the manufacture of pharmaceutical products, in particular gene therapy and 

vaccines.  The site location is shown on Drawing ST18804-001. 

1.1.3 The activity is designated as a Part A(1) installation under the Environmental 

Permitting (England and Wales) Regulations 2016, falling under Section 4.5 of 

Schedule 1.  That is, producing pharmaceutical products.  The site must therefore 

comply with the requirements of the environmental permitting regulations and 

chapter two of the Industrial Emissions Directive, including operating using the Best 

Available Techniques (BAT) to prevent pollution. 

1.1.4 The permit application describes the activities on site and shows how BAT is applied 

to protect the environment. 

 

2 PERMIT APPLICATION 

2.1.1 The permit application includes: 

• Application forms A, B2, B3 and F1 (required for new installations); 

• This Non-technical Summary; 

• A Technical Description, describing the activities on site; 

• A BAT Assessment showing, how the activities employed constitute BAT as 

described in Environment Agency and EU guidance and incorporating a 

raw materials, energy and waste report, showing how energy and 

materials are managed to minimise the environmental impacts; 

• An Environmental Risk Assessment, describing the potential emissions 

from the site and the measures in place to control these emissions under 

both normal and abnormal operating scenarios; 

• A Site Condition Report, incorporating a base line study, to set out the 

condition of the land at permit (as a bench-mark for future surrender of 
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the permit) is currently being completed and will be forwarded to the EA 

on completion; 

• A Habitats Risk Assessment showing that the site will not impact on near-

by SSSIs; 

• A summary of the Environmental Management System; 

• An internal site layout plan; 

• An external site layout plan and drainage plan. 

 

3 SITE OPERATIONS 

3.1.1 The installation will produce a range of gene therapies and a COVID-19 vaccine 

within 4 processing suites. In each case the production process is very similar. 

3.1.2 A small number of cells are introduced into a flask and are provided with water, 

oxygen and nutrients, allowing them to reproduce.  When the population is viable 

the cells are moved to progressively larger containers until the population is suitable 

for the largest, 1,000 litre bioreactor. 

3.1.3 The active part of the treatment is introduced into the 1,000 litre bioreactor in the 

form of a modified virus.  The virus invades the cells and reproduces.  This process is 

allowed to continue for a set length of time, to allow the viral population to increase 

to the desired level. 

3.1.4 Detergent is introduced to induce lysis of the cells, followed by benzonase, a non-

hazardous chemical which degrades long stranded DNA in the process.  The 

suspension containing the ruptured cells is then clarified by passing it through a 

series of filters to remove unwanted material. 

3.1.5 The suspension containing the active therapy is collected in 20 litre plastic bags and 

sent for freezing. Alternatively, the suspension may be aliquoted to provide portions 

suitable for individual treatments prior to freezing. 

3.1.6 Following each batch, the bioreactors are cleaned using a strong solution of sodium 

hydroxide to destroy any remaining cells or viruses.  The sodium hydroxide is 

collected in drums which are stored inside the building prior to being transferred to 

the bunded wastewater tank, from where it will be and removed by tanker and 

taken for hazardous waste treatment at a permitted site. 
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4 MANAGEMENT OF POTENTIAL ENVIRONMENTAL IMPACTS 

4.1 Emissions to Water 

4.1.1 There are no emissions of process water to surface water or sewer.  Due to the high 

pH of the cleaning solution, it is collected in a 50,000l bunded tank, pending removal 

from site for appropriate waste treatment.   

4.1.2 Processing takes place in small scale flasks or fully enclosed steel bioreactors, 

materials are moved between reactors by pumping along pipelines so that the 

potential for spillage or other emissions is minimal. 

4.1.3 All processing takes place within enclosed processing suites with impermeable, 

cleanable flooring and spill kits are available so that, in the event of a spill, this is 

cleaned immediately.   

 

4.2 Emissions to Air 

4.2.1 Each suite has its own air handling system that keeps the suite under negative 

pressure. The extraction system draws air via a series of filters including a medical 

grade HEPA filters to remove any particles before most air is returned to the 

building. 

4.2.2 On a monthly basis each suite is closed whilst hydrogen peroxide is vapourised and 

drawn through the system.  This destroys any bacteria or virus that may be present 

in the system.  The vapourised hydrogen peroxide (VHP) is vented to atmosphere via 

the external vents. 

4.2.3 An assessment of these emissions has been made and is included in the application 

to demonstrate that this will not impact on local residents. Levels of hydrogen 

peroxide have been modelled and have been shown to be well within the work place 

exposure limits, at a predicted 85.2µg/m3 compared to the safe limit of 1,400µg/m3 

4.2.1 There are strict hygiene rules in place and staff follow a one-way system, exiting via 

decontamination, to prevent the spread of bacteria or viruses out of the production 

suites.  The suites are disinfected daily. 
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4.3 Other emissions 

4.3.1 The equipment on site is not inherently noisy and noise is not expected to cause any 

issue given the location of the site within a business park. 

4.3.2 Due to the need to maintain sterile conditions a quantity of single use plastic is used.  

Plastic bags, plastic pipes, PPE, cleaning materials and any other items that may have 

come into contact with micro-organisms are all placed in the yellow bag waste 

stream as being potential infectious.  These materials are stored safely and sent for 

high temperature incineration. 

4.3.3 Used PPE and cleaning materials from low risk areas and which are unlikely to be 

contaminated with infectious material are placed into tiger bags and sent for energy 

recovery. 

 

4.4 Management 

4.4.1 The site will be operated in accordance with an Environmental Management System 

(EMS) with written standard operating procedures in place to manage all activities.  

All staff will receive appropriate training.  

4.4.2 An inspection and maintenance regime will be in place for all plant, equipment and 

site infrastructure to ensure that it remains fit for purpose and continues to operate 

as intended to protect the environment. 

4.4.3 Written records will be maintained to demonstrate that the EMS has been followed 

and any issues arising have been addressed.  

 

 

 

 

 

 



 

  

 


