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POLICY ON INTELLECTUAL PROPERTY

1.0
INTRODUCTION

In 1998, a Policy Framework1 was launched requiring NHS organisations with R&D Levy funding to audit, protect and exploit their intellectual property (IP) arising from research and development (R&D).  This Policy was accompanied by two guides2,3 written to assist NHS bodies and their researchers in fulfilling these obligations.  Since 2001, management of IP has been a requirement of all NHS organisations carrying out research to comply with the Research Governance Framework4.

In 2002, the Department of Health (DOH) expanded on the existing guidance on management of innovation and IP5.  The main points being that: 
· IP from patient care as well as from R&D should be managed as an asset;

· statutory changes have occurred allowing NHS Trusts and PCTs to form or invest in spin-out companies to facilitate income generation; and
· a network of adviser organisations (hubs) has been set up to assist NHS bodies in managing their IP.

Finally, the NHS Plan6 highlights how the identification and exploitation of new technologies and developments can result in new products, improved interventions and services for health and social care.

This document outlines a policy for the effective management of IP by Salford Royal NHS Foundation Trust (referred to hereafter as ‘The Trust’) based on the DOH guidance discussed above.  It gives a brief definition of what IP is, with information on who to contact if you have an invention/idea/innovation that you think may need protecting or if you require general advice on IP arising from your work.

1.1 WHY THIS POLICY IS REQUIRED

In an NHS organisation, IP can arise from innovative activity associated with both Research and Development (R&D) and day to day service provision and healthcare delivery.  This IP aids in the improvement of healthcare services provided by the NHS.  In order to ensure that such innovation is spread throughout the NHS to maximise the potential benefits to the general population and the wealth of the nation, it is necessary to protect this IP and either disseminate freely or commercialise the IP as appropriate. 

1.2
INTELLECTUAL PROPERTY (IP)

IP is defined as products of innovative and intellectual or creative activity and can include inventions, industrial processes, software, data, written work, designs and images.  IP can be given legal recognition of ownership through intellectual property rights (IPR) such as patents, copyright, design rights, trademarks or know-how (Appendix 1).  Protection of IP by IPR facilitates rather than hinders the uptake of innovation.

Examples of IP that may be developed in the Trust include: training manuals, clinical guidelines, books and journal articles, Powerpoint presentations, inventions, new or improved designs, devices, equipment, new uses for existing drugs, diagnostic tests, and new treatments.

1.3
OWNERSHIP OF IP

Ownership of IP will, in most cases, rest with the Trust.  This applies to all IP produced by Trust employees in the course of their normal duties or employment.  IP developed by an employee outside the course of their employment will usually belong to the employee.  This is in accordance with the Patents Act 1977 and the Copyright, Designs and Patents Act 1988.  However, IP ownership can vary according to the circumstances under which the IP was generated as follows:

1.3.1
JOINT/HONORARY APPOINTMENTS/TRAINEES

If staff are jointly employed by more than one organisation (e.g. Trust and University), or have an honorary contract with another organisation, or are employed by one organisation but hosted by another (e.g. specialist registrars), then an agreement should be in place between the two organisations stating who will own any IP generated by that person.  With respect to trainees, the Framework and Guidance5 advises that trainees are treated as employees of the host Trust.  The Trust has a Memorandum of Understanding in place with the University of Manchester and is negotiating similar agreements with other partner organisations.

1.3.2
EXTERNALLY FUNDED WORK

If IP is generated during a piece of work that is funded by an external body (e.g. a research project funded by a medical charity) then it is possible that the funding agreement includes a statement regarding IP ownership such that the funding body may own the IP instead of the Trust.

1.3.3
COMMISSIONED WORK

If the Trust commissions work by a third party who is not a Trust employee (e.g. the development of a database by a software company), then the Trust will not necessarily own the IP generated by the work.  It is therefore advisable for the contract with the supplier to include provision for the Trust to retain all IP rights in the output of the work.

1.4 COLLABORATIVE PROJECTS

If work/research is conducted by an employee in partnership with another organisation, a formal agreement stating ownership (or sharing) of generated IP is required.  The R&D Lead will have primary responsibility for developing IP sharing agreements with collaborating institutions. 

1.5
ASSIGNMENT OF IP

Where the Trust chooses not to exploit IP arising from the work of Trust employees, it will, in most cases (subject to no outstanding claims such as from a funding body), assign the IP back to the inventor(s) who may wish to pursue its further development.  In return for the assignment, the inventor(s) may be asked to share a small percentage of any income generated with the Trust.

1.6 DISPUTES OF OWNERSHIP

If the ownership of IP is disputed, dated written records relating to the IP in question will be assessed to establish the inventor(s) and their proportionate contribution.  If such material is not available, the Chief Executive Officer of the Trust will make a final decision, taking professional advice if necessary.

2.0
PERSONS COVERED BY THIS POLICY
a) All staff that are full or part time employees of the Trust.

b) Staff with Trust contracts of employment whose payroll costs are partially or wholly funded by another party (e.g. medical charity, government department) unless the contract between the Trust and that party assigns ownership of any IP generated by the employee to that party.

c) Staff who have a part-time Trust contract and who are self-employed or otherwise employed part-time (e.g. private practice).  Where IP is generated during this non-Trust employment, which is within the specialist area of the Trust employment, the Trust owns the IP. (Flexibility will be exercised where the non-Trust employment gives a greater opportunity for IP to arise).

d) Trainee professionals (e.g. specialist registrars) hosted by the Trust who generate IP during the course of their training. 

e) Staff who generate IP outside normal working hours and/or away from the place of work, where the IP relates to their area of employment within the Trust.

f) Trust staff seconded to another organisation, or employees of another organisation hosted by the Trust under contract, are subject to the arrangements for the ownership of IP agreed between the Trust and that organisation.

g) Staff with joint or honorary contracts with another organisation (e.g. University).

2.1 STAFF OBLIGATIONS

Employees have an obligation to inform the Trust (via the R&D Manager) about identified or potential IP resulting from their activities and must not, under any circumstances, sell, assign, license, give or otherwise trade IP without the Trust’s agreement (for more information see Appendix 2).

3.0 IP MANAGEMENT STRUCTURE

The R&D Directorate, through the R&D Director, Dr Martin Gibson, will assume overall responsibility for the management of IP and commercial exploitation of Trust R&D activity and report to the R&D Executive Committee and Chief Executive on IP issues.

The IP and Commercial Development Group consisting of members of the R&D and Finance Directorates and senior Trust clinicians and researchers acts in an advisory capacity to the R&D Director.

Initial points of contact for information and advice on any matter regarding IP and its protection are:

R&D Manager (Hayws Williams Tel: 0161-206-5583 ; E-mail: hawys.williams@manchester.ac.uk)
Chairman, IP and Commercial Development Group (Dr Geoff Warhurst Tel: 0161-206-4403 ; E-mail gwarhurs@fs1.ho.man.ac.uk)

The Trust has appointed TrusTECH®, the NHS Innovation Hub for the North West, as its adviser organisation to give advice and assistance in the protection, management and commercialisation of its IP.  TrusTECH® will keep all confidential information confidential unless it is given consent to the contrary.  The R&D Manager will refer members of staff to TrusTECH® as appropriate.

Further information on TrusTECH® can be found by visiting the website: www.trustech.org.uk.

3.1
BUDGET FOR IP MANAGEMENT

The Trust has a small budget to fund initial protection (e.g. patent) and development of IP if the IP appears to have real potential to benefit healthcare, improve services and/or save the NHS money.

Funding for protecting IP, developing and trialling prototypes may also be gained from applying to external funding bodies (e.g. Department of Trade and Industry, Department of Health) and/or by working with commercial partners.  

4.0 EXPLOITATION OF INTELLECTUAL PROPERTY

4.1 IP AUDITS

Audits will be periodically carried out by TrusTECH® on behalf of the Trust.  An audit involves a member of TrusTECH® meeting with a member of staff to discuss his/her work and to identify any IP that could improve health directly or indirectly and/or save the NHS money and/or generate income for the NHS.  Auditing is essential to ensure the correct action is taken to protect any IP that may later be exploited and to identify potential routes for exploitation such as free dissemination or commercialisation.

4.2 CONFIDENTIALITY

To maximise the potential benefits of IP, it is often necessary to keep the details confidential in the first instance.  This allows development work to be carried out without alerting competitors to its existence and increases the chances of a company being interested in investing time and resources to its development.

If information needs to be shared with another person/organisation (e.g. to gain advice or funding), then the information can be kept confidential if the person/organisation is asked to sign a confidential disclosure agreement (CDA) before the details of the IP are disclosed to them.  The R&D Manager can arrange for a CDA to be prepared if required.  The CDA will be signed on behalf of the Trust by the R&D Director who is authorised by the Chief Executive to sign such documents on behalf of the Trust.

4.3 DECISIONS ON EXPLOITATION

In accordance with DOH guidelines, it is the role of the R&D Department, in consultation with the inventor and other specialists (e.g. TrusTECH®), to decide on the potential for an idea/invention to be exploited and the best route of exploitation.

Often this will be through disseminating the idea throughout the NHS either freely or with a nominal charge to cover costs.  Other cases will benefit the NHS more effectively and/or be easier to adopt into widespread use by developing the idea as a commercial product.  In strong cases, the information reported should effectively demonstrate the potential market and the likelihood of success of the venture.  In these instances, the Trust will explore commercialisation of the IP such as by licensing the IP to a company in return for a royalty or by assignment of the IP to a spin-out company in return for a stake in the company.

4.4 CONTRACT NEGOTIATIONS

Any IP that is licensed, sold or otherwise transferred to another organisation will be negotiated in the best interests of the Trust by professional advisers (e.g. Trust solicitors or TrusTECH®).  The contract will ensure that the Trust retains the right to use the IP for its own R&D and training purposes.

4.5 REVENUE-SHARING WITH INVENTORS

The Trust wishes to encourage full participation of employees in the creation and commercial exploitation of IP.  The policy is therefore to reward staff who have contributed substantially to the generation of IP, which has subsequently provided revenue through exploitation.  Such revenue will be shared between the Trust and the inventor according to the revenue sharing formula (Table 1).  In cases where several members of staff have been involved in generating the IP, the proportion of income allocated to inventors will be divided between them on the basis of relative inventive contributions.  In all cases the shared revenue will be net of any protection and exploitation costs (e.g. patent costs).

The Trust will use its share of any income generated to improve services, fund R&D or pay for further IP costs.

TABLE 1: REVENUE SHARING FROM IP EXPLOITATION 
	Cumulative net income
	Inventor
	R&D / Research Team
	Trust

	First £50k
	25%
	35%
	40%

	Next £100k
	25%
	35%
	40%

	Next £100k
	25%
	35%
	40%

	Over £250k
	20%
	40%
	40%
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APPENDIX 1

1.0 INTELLECTUAL PROPERTY PROTECTION

This appendix includes a very brief overview on some aspects of IP protection.  It must be noted that the law is complicated and members of staff are advised to contact their R&D Manager at the earliest opportunity to discuss more detailed information on IP protection.

1.1 COPYRIGHT

Copyright covers written information (such as leaflets, articles, assessment tools and training packs), databases, computer software and films/videos, which can all be protected by copyright (see Appendix 2). Copyright is achieved automatically, when the IP is created. However, it is advisable to attach a statement such as:

( 2003 ABC NHS Trust.  All rights reserved.  Not to be reproduced in whole or in part without the permission of the copyright owner.
1.2 PATENTS

Patents can be used to protect inventions that embody a new idea and are capable of being made or used by industry (such as devices or processes).  Exclusions from this include methods of treatment of the human/animal body by surgery or therapy, or methods of diagnosis.  An invention must not have been made public anywhere in the world prior to the patent filing date (including journals, the internet, meetings, posters, etc.) and must not be obvious, compared to what is already known to someone who is experienced in the relevant field. 

1.3 DESIGN RIGHT

Design Right protects against deliberate copying of the shape or configuration of an article. Design Right may exist in addition to other forms of protection such as Patent, Copyright or Registered Design.

1.3.1 UNREGISTERED DESIGN RIGHT

Unregistered Design Right is not directly associated with appearance.  The right can protect internal and external features but only gives protection against copying of features of shape and configuration (e.g. physical design of computer chips, engineering components and architectural drawings).

1.3.2 REGISTERED DESIGN RIGHT

In some new products, the novelty lies not in a new idea or principle but in their appearance.  Registered Design Right usually covers commercial objects with a unique or aesthetic appearance.

1.4 TRADEMARKS

A trademark is a sign or symbol that is used to distinguish a product or service from that produced or supplied by another business.  It could be the design of a label or the shape of a product's packaging (for example, the Coca-Cola bottle).  The term "sign" includes logos, slogans, words, colours and 3-D shapes.

Registering a trademark protects the owner from competitors also trying to use that image to promote their own products.  Trademarks can be very valuable in keeping that product as a market leader.
1.5 KNOW-HOW

Confidential information or "know-how" is information which may be commercially or technically valuable and which is regarded as secret.  It may, for example, include information on industrial processes or be a list of clients.

In all cases, the "know-how" will only retain its value if it is managed effectively.  All exploitation partners, business partners and collaborators should be bound by conditions of confidentiality through a Confidential Disclosure Agreement (CDA).  This may be a reciprocal agreement whereby confidential information is both disclosed and received.  A CDA may be obtained from your R&D Manager.

Know-how and confidential information can be bought, sold and licensed like any other form of IP and persist indefinitely, as long as they remain "secret".

1.6 FURTHER INFORMATION

For further information on IP, visit the following web sites:

www.trustech.org.uk
www.innovations.nhs.uk
www.intellectual-property.gov.uk
www.patent.gov.uk
APPENDIX 2

1.0 STAFF PROCEDURES

1.1 PUBLICATIONS

It is the Trust’s policy to actively encourage employees to publish their work.  The author has the moral right to be named as an author of copyright material even if the copyright is owned by the Trust.  However, if intellectual property is to be exploited, all work needs to be kept confidential until it is correctly protected.

Advice should be sought from the R&D Manager before publicly disclosing any work relating to IP with commercial potential.

1.2 CONFIDENTIALITY

Any IP with the potential to be exploited must not be disclosed to anyone outside the Trust (including presenting papers or posters at conferences, abstracts, chapters in books and any other verbal or written communication) until IP advice has been sought from the R&D Manager.  IP cannot normally be protected (especially in the case of filing patents) once prior disclosure has occurred, no matter how informal.  The R&D Manager will organise for a confidential disclosure agreement to be signed, if disclosure of the IP is required for any reason (see section 4.2 in IP policy).

1.3 RECORD KEEPING

It is important for staff working on projects that generate IP, to keep written, dated records of their activities and results.  This is especially important for patent application purposes in the US, since the US has a policy of ‘first to invent’ rather than the ‘first to file’ rule in the UK.  When exploiting IP it is imperative that all correspondence, including emails, telephone conversations and meetings are logged to provide a detailed account of any discussions relating to the IP.  This is in accordance with clinical governance, research governance and good clinical practice guidelines for R&D.

The R&D Manager is responsible for maintaining a register of all the IP owned by the Trust, including the date and time it was reported to the R&D Department.  It is also their responsibility to keep safe any important original documents, such as confidential disclosure agreements, relating to IP.  It is advisable that key members of staff concerned should also retain copies of these documents. 

1.4 TRANSFER OF BIOLOGICAL SAMPLES

There may be instances where staff wish to transfer biological samples to another organisation (e.g. to allow a University to carry out research or conduct a specialised test).  Such transfer of samples should not be carried out without appropriate written consent from the patients who donated the samples, and/or without a Materials Transfer Agreement (MTA) in place.  The R&D Manager can organise a MTA if required.
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