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1.	Foreword
A Common Understanding (2003) was the first guidance of its 
kind to be introduced in the United Kingdom. It aimed to 
describe a productive relationship between the NHS in 
Scotland and the pharmaceutical industry. Updated in 2012, 
a revised Common Understanding better defined an agreed 
framework for cooperation between the NHS and the 
pharmaceutical industry to achieve the best outcomes from 
collaborative working.

A great deal has changed within the NHS in Scotland since 2012, but the 
underlying principle described in the revised Common Understanding holds true 
– that by working together, where appropriate, more can be delivered to improve 
care for people in Scotland than could be achieved by individual organisations 
working alone. Innovation is the cornerstone of the future of healthcare. By 
embracing new technologies, treatments and collaborative ways of working, we 
can ensure that Scotland remains a world leader in health innovation, alongside 
strengthening the Scottish economy and our life sciences industry.

Central to our success is the continued collaboration across key stakeholders 
working with the NHS in Scotland, including the research community and the 
pharmaceutical industry. Our dedication to transforming our approach to 
innovation across health and social care, by building new partnerships between 
the Scottish Government, the NHS and our academic institutions, holds strong and 
remains an area we are committed to progressing. 

As Chief Executive of the NHS in Scotland and Scottish Government Director-
General Health and Social Care, I am proud to introduce this update to A Common 
Understanding which highlights the guidance and toolkits available to support the 
NHS, the pharmaceutical industry and other stakeholders to work together on 
joint endeavours.

This updated guidance comes at a crucial time and reflects the evolving 
opportunities available within our health and social care system, our academic 
institutions and the pharmaceutical industry to improving healthcare outcomes 
for patients. I would like to extend my gratitude to all those involved in the 
drafting of this updated guidance. Together, we will continue to drive forward 
innovation and excellence in delivering healthcare.

I would encourage all parties to use this guidance as a framework for 
collaboration now and in years to come to ensure the best chance of successful 
and sustainable Joint Working that will benefit both patients and the public in 
Scotland.

Caroline Lamb 
Director General Health and Social Care  
Scottish Government
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2.	Introduction
Scotland is a world leading centre for research and innovation in health and 
social care. At the root of this is a ‘triple helix’, bringing together the NHS in 
Scotland, the research community centred in our universities and innovation 
centres and the pharmaceutical industry.

In 2012 the Scottish Government published an update to the original 2003 
Common Understanding, a ground-breaking document that not only 
acknowledged the benefits of working together but also set out ground rules and 
processes to encourage it to happen.

In the decade or so since, scores of projects have been delivered through 
collaborative working, several of which are showcased in this document. The 
ABPI Code of Practice that governs the pharmaceutical industry has also been 
updated, new legislation has come into force on the protection of data and we 
have seen the advent of Disclosure UK, an industry-led initiative to deliver easily 
accessible information on payments received by healthcare professionals and 
healthcare organisations from the pharmaceutical industry.

The principle, however, remains unchanged: that, where it is appropriate, there is 
a legitimate and valuable role that the pharmaceutical industry can play working 
alongside the NHS and academia, sharing experience, resources and expertise to 
enhance patient care, support the NHS in Scotland in its work and positively 
contribute to the growth of the Scottish economy and life sciences industry.

Examples of some of the areas we have progressed together include:

	● Strengthening renal research and clinical trials: A partnership between the NHS 
in Scotland, AstraZeneca UK Limited and the Universities of Dundee and 
Glasgow is accelerating research into treating chronic kidney disease. This 
collaboration is developing new treatments, improving clinical trial 
infrastructure and enhancing expertise in renal research with the key aim of 
improving patient outcomes.

	● Advancing obesity research and innovation: A strategic collaboration is being 
established with Eli Lilly to bring cutting-edge research and innovation for 
obesity treatment to Scotland. This initiative will support new models of care 
and contribute to Scotland’s ambitions for improving population health through 
life sciences.

	● The Health Innovation and Transformation Partnership: A partnership between 
NHS Golden Jubilee’s national Centre for Sustainable Delivery, NHS Greater 
Glasgow and Clyde, the University of Glasgow and AstraZeneca UK Limited to 
support a series of research studies into the impact of new processes and 
technologies on care pathways.
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We hope that this update to the 2012 Common Understanding document 
provides ideas and inspiration for new projects and will continue to be a valuable 
toolkit to support the creation of a compliant framework within which to work 
together.

We would like to acknowledge the input of the ABPI in the development of this 
document.

Professor Alison Strath 
Chief Pharmaceutical Officer 
Scottish Government

Professor Dame Anna Dominiczak 
Chief Scientist (Health) 
Scottish Government

Alison Culpan 
Director 
ABPI Scotland
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3.	Ways to work together
Since the 2012 Common Understanding guidance was published, many projects 
have been undertaken jointly by the NHS in Scotland alongside one or more 
pharmaceutical companies and, on occasion, additional organisations such as 
academia or the third sector, which bring their own expertise and resources to 
support the work.

The underlying principle of these projects is that, by working together, more can 
be delivered than could have been achieved by the partner organisations 
working alone. Identifying and measuring the benefits derived is a cornerstone of 
such collaborative working projects.

The purpose of this guide and toolkit is to improve patient health, treatment 
outcomes and NHS services by fostering effective collaborative working 
relationships between the NHS and the pharmaceutical industry. Relevant 
projects should be focused on the use of medicines and/or relevant clinical 
pathways. 

This guide does not encompass commercial and non-commercial clinical research.

The NHS and the pharmaceutical industry, alongside any other project partners, 
must all clearly set out the anticipated benefits from working together in advance 
of embarking on a project and should consider how all parties will quantify the 
returns on investment of any project.

The potential benefits of collaborative working must be stated clearly for all 
three of the following:

	● Public and patients

	● NHS and other organisations, and

	● The pharmaceutical industry partner(s).

All collaborative working projects must be underpinned by a formal written 
agreement and an executive summary must be published before the work begins. 
The executive summary, project initiation document and any associated project 
materials must be approved (as required under the ABPI Code) by any 
pharmaceutical company involved in the collaboration.

Section 7 of this guidance document helps clearly define the scope of any project 
and ensure that all the essential components are considered and set out in a 
collaborative working agreement(s).
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4.	The NHS in Scotland working with the 
pharmaceutical industry and academia

Scotland’s ‘triple helix’ approach creates an end-to-end innovation pathway 
involving the NHS, industry and academia. This continuum of support for 
research and innovation in healthcare contributes to growing Scotland’s life 
sciences sector and ultimately delivers world-class care to the patients of 
Scotland.

All Scotland’s NHS Health Boards are committed to supporting research and 
innovation, with many having appointed a senior staff member to lead their 
board’s research and innovation programmes.

Health Boards publish Standards of Business Conduct policies setting out the 
expectations of staff as governed by legislation and Scottish Government 
circulars which should be maintained by all staff working in the NHS in Scotland. 
This includes independent contractors and locum healthcare professionals 
working under the NHS in Scotland terms and conditions. Healthcare 
professionals providing services to NHS patients are also bound by the codes and 
standards of their regulators and professional leadership organisations.

Most of the innovative pharmaceutical industry in the UK operates under self-
regulation, which is set out in the Association of the British Pharmaceutical 
Industry (ABPI) Code of Practice. The Prescription Medicines Code of Practice 
Authority (PMCPA) is the self-regulatory body which administers the ABPI Code 
of Practice for the pharmaceutical industry, independently of the ABPI. Whenever 
a pharmaceutical company works alongside another organisation, it is usually 
governed by the ABPI Code.

Any collaborative working projects should be focused on delivering new 
initiatives that the NHS is not likely to be able to prioritise on its own. This work 
can encompass working in partnership with the NHS to explore service 
automation, redesign and transformation, however should not hinge upon these 
projects seeking to either deliver or replace an existing NHS service in its 
entirety.

There should be a pooling of resources, skills and expertise from all partners to a 
collaborative working project, with this resource and its outputs agreed prior to 
any work. It is accepted that the nature of the contribution of the distinct 
partners will differ, with each partner likely to be able to commit a different mix 
of resources (people, finance and equipment). There must be a shared 
commitment to successful delivery from all parties, and each party must make a 
significant contribution.

https://www.abpi.org.uk/publications/code-of-practice-for-the-pharmaceutical-industry-2024/
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In addition, collaborative working projects as set out in Clause 20 of the ABPI 
Code of Practice, must:

	● Enhance patient care or be for the benefit of patients, or alternatively benefit 
the NHS and, as a minimum, maintain patient care

	● Not constitute an inducement to healthcare professionals or other relevant 
decision makers to prescribe, supply, recommend, buy or sell a medicine

	● Be carried out in an open and transparent manner

	● Be prospective in nature

	● Be documented by a formal written agreement

	● Have a summary of the agreement publicly available before arrangements are 
implemented

	● Adhere to all relevant policies, including NHS policies

	● In cases where treatment is mentioned, be in line with either nationally, 
regionally or locally agreed guidelines where such exist

	● Ensure that the amount spent by pharmaceutical companies on collaborative 
working projects is publicly disclosed annually using established mechanisms.

The Chief Scientist Office

The Scottish Government’s Chief Scientist Office (CSO) oversees, manages and 
funds the research, development and innovation ecosystem in Scotland. CSO, and 
the networks and resource it funds through NHS Research Scotland (NRS) and the 
NHS Regional Innovation Hubs, prioritises working across and in partnership with 
the NHS, industry, third sector and Scottish universities. The CSO oversees pre-
commercial procurements and the broader commercial/non-commercial clinical 
research and development across Scotland which remain outside the scope of this 
guide.

NRS is a collaboration between CSO and Scottish Health Boards to support and 
deliver clinical research. During 2023-24, NRS supported 1,568 studies (573 
commercial and 995 non-commercial) recruiting 31,928 patients (8,146 
commercial and 23,782 non-commercial) across the whole of Scotland. 
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CSO provides infrastructure support of c. £45 million to Scotland’s NHS Health 
Boards to support clinical research infrastructure. This includes the NRS Central 
Management Team, which provides a national single point of contact for advice 
and support; the Permissions Coordinating Centre which manages the multi-site 
approval system; NRS topic specific research networks and specialty groups 
which deliver national expertise and support; dedicated Clinical Research 
Facilities (CRFs) which provide research space and expertise. CSO also funds the 
NRS Biorepository network and Data Safe Havens which enable secure 
streamlined access to anonymised tissue and clinical data. The Scottish Health 
Research Register (SHARE) provides a growing research register of over 300,000 
pre-consented patients. Locally, research is managed through dedicated research 
and development (R&D) offices embedded in NHS Health Boards.

This coordinated system is part of the integrated UK process delivering one 
submission of documents, one review of study contracts, using standard contract 
templates agreed UK wide, and one UK budget review using the agreed National 
Contract Value Review process. Scotland also supports a single Scottish pharmacy 
assurance within the UK Pharmacy Technical Assurance process. 

Scotland is also fully engaged with UK partners as part of the UK Clinical 
Research Delivery programme to ensure compatible and consistent ways of 
working across England, Scotland, Wales and Northern Ireland,1 further 
developing the UK as a cohesive and streamlined place to undertake research 
within the global economy.

Scotland hosts four of the 20 recently announced UK Commercial Research 
Delivery Centres (CRDCs) funded through the Voluntary Scheme for Branded 
Medicine Pricing, Access and Growth (VPAG) Investment Programme.2

Examples of recent successes include:

Moderna

A cancer patient in Dundee became the first patient in Europe to be administered 
a personalised cancer therapy (Individualized Neoantigen Therapy - INT) for 
gastro-oesophageal cancer. The patient received this investigational mRNA 
therapy developed by Moderna and MSD, through the Phase 1 clinical trial 
(NCT03313778). Its components are designed to target each patient’s tumour by 
analysing its biological make-up to discover which potential targets for the 
immune system are present on the tumour. Then an individualised injectable 
mRNA therapy is specifically created to enable the patient’s own immune system 
to attack and destroy those tumour cells. Tayside Cancer Centre, a University of 
Dundee and NHS Tayside facility, is one of 38 cancer centres around the world 
running this trial of the mRNA therapy, which is also being investigated in people 
with non-small cell lung cancer, pancreatic cancer, gastric and gastro-oesophageal 
cancer. 

1  UK Clinical Research Delivery website: A cross-sector programme
2 � UK Government Department of Health and Social Care press release: £100 million public-

private health research boost

https://sites.google.com/nihr.ac.uk/thefutureofukclinicalresearch/home
https://www.gov.uk/government/news/100-million-public-private-health-research-boost
https://www.gov.uk/government/news/100-million-public-private-health-research-boost
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BioNTech

Ninewells Hospital in Dundee became the first hospital site in Europe to open a 
trial of a new investigational immunotherapy for an aggressive form of lung 
cancer. The early-stage Phase 2 clinical trial (NCT06449209) is investigating a 
new dual targeting antibody treatment candidate in small cell lung cancer, co-
developed by BioNTech SE and Biotheus Inc. The investigational therapy targets 
the tumour blood supply and aims to engage the patient’s own immune system to 
eliminate the cancer. To be the first site to open in Europe highlights Scotland’s 
leading role in advancing cancer treatment, offering new hope for patients 
fighting one of the most challenging cancers. Lung cancer is the most common 
cancer in Scotland with around 5,500 cases diagnosed each year. Bringing 
together expertise from the NHS, academia and industry is essential to increase 
and accelerate clinical trials and provide the latest treatment options for patients. 

Clinical and Translational Research Infrastructure in Scotland

Strong infrastructure and world-class clinical and academic expertise create a 
vibrant research environment in Scotland with clinical research embedded within 
our NHS. As a location for research and clinical trials, Scotland has a number of 
advantages over many other countries, including:

	● A single unified health system – the NHS in Scotland3

	● A stable population of c. 5.4 million with a high incidence of complex disease4

	● Nationwide clinical research infrastructure5

	● Some of the best health data in the world with an informatics capability that 
exploits electronic patient records, linkable through a unique NHS patient 
identifier, enabling clinical trials, stratified medicine and genetic studies.6

Further to these strengths, a strong ethos of partnership working between NHS, 
Academia and Industry continually enhances research, clinical and commercial 
opportunities in Scotland and together we work to ensure that Scotland remains 
an excellent single research site, while also improving our global competitiveness 
and helping us face the challenges of chronic disease.

Investments in nationwide clinical research infrastructure also supports 
researchers, clinicians and industry, providing state of the art facilities to conduct 
clinical trials across all therapy areas. The NHS in Scotland and partner 
universities have worked together to deliver a framework for a fully connected 
network delivering Scotland as a single clinical research site and gaining 
recognition for a number of internationally recognised centres of excellence.

3 National Records of Scotland archive of the NHS Scotland website from 24/03/2023
4 NHS Research Scotland website: Our population
5 NHS Research Scotland website: Clinical research infrastructure 
6 NHS Research Scotland website: Scotland’s health informatics capabilities

https://webarchive.nrscotland.gov.uk/20230324104912/http:/www.ournhsscotland.com/
https://www.nhsresearchscotland.org.uk/research-in-scotland/data/our-population
https://www.nhsresearchscotland.org.uk/research-in-scotland/facilities
https://www.nhsresearchscotland.org.uk/research-in-scotland/data
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NHS Regional Innovation Hubs

The NHS Regional Innovation Hubs, the West of Scotland,7 the North of Scotland8 
and Health Innovation South East Scotland,9 collectively cover all 14 territorial 
NHS Health Boards in Scotland. Their primary function is to bridge the gap 
between research and practical application, driving positive outcomes for 
healthcare, the economy and society at large. The Hubs consist of professionals 
from various fields, including eHealth, research and innovation, clinical leads and 
other specialised support staff. They work in partnership with industry, academia 
and the third sector to run clinical evaluations, run market access studies and 
research and conduct real-world impact evaluations.

Accelerated National Innovation Adoption (ANIA) pathway

The ANIA pathway is focused on using technology to fast-track proven 
technological innovations into the healthcare system across the NHS in Scotland. 
It is delivered in collaboration with a range of national organisations to combine 
the right skills and capabilities across Scotland to reduce the barriers to national 
innovation adoption. It does not replace existing procurement methods for 
medicines or pharmaceutical products which have a distinct pathway for 
adoption in Scotland, separate to ANIA.

High impact innovations that meet the ANIA criteria will progress along the ANIA 
pathway and ultimately move to the development of a value case, which will 
clearly articulate both the value proposition to the NHS in Scotland, including the 
associated benefits, and costs for national adoption. Following approval, the 
innovation will proceed to full-scale national adoption and eventual handover to 
‘business as usual’ clinical services.

7 NHS Scotland West of Scotland Innovation Hub website
8 NHS Scotland North website, North of Scotland Innovation hub
9 Health Innovation South East Scotland website

https://www.woshealthinnovation.scot/
https://www.nhsscotlandnorth.scot/networks/north-of-scotland-innovation-hub/contact-us
https://hises.edinburghbioquarter.com/
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5.	Showcase
The following case studies demonstrate how collaborative working between the 
NHS in Scotland, the pharmaceutical industry, and other partners has delivered 
meaningful benefits for patients and the healthcare system.

Case Study 1: Diabetes inpatient care
NHS Greater Glasgow and Clyde and Sanofi collaborated to enhance inpatient 
diabetes care at the Queen Elizabeth University Hospital. The project aimed to 
reduce cases of delayed discharge, hypoglycaemic episodes, and insulin-related 
medication errors by implementing approved standards of multidisciplinary 
patient care.

Key initiatives included:

	● Redesigning inpatient pathways to ensure coordinated management of 
insulin-dependent patients.

	● Developing structured therapy reviews for all diabetic inpatients.

	● Establishing safe procedures for pen insulin administration, including a 
bespoke protocol.

	● Providing targeted education and support for nursing teams, including 
employing two part-time Diabetes Specialist Nurses between 2018 and 2020.

The project significantly reduced insulin-related serious adverse events and 
improved adherence to clinical guidelines. Patients retained autonomy over 
insulin self-administration, while staff benefited from enhanced training and 
confidence in diabetes management. Sanofi gained valuable insights into 
inpatient diabetes care, and the project provided a scalable model for wider 
adoption across the NHS in Scotland.
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Case Study 2: Best pathways for people with heart attacks
NHS Greater Glasgow and Clyde, the Golden Jubilee Foundation, the University 
of Glasgow, the Scottish Ambulance Service and AstraZeneca UK Limited 
worked together, enabled by an award by The Data Lab, to develop the Greater 
Glasgow Acute Coronary Syndrome e-Registry. This e-Registry is a near real-
time tracking tool that maps heart attack treatment pathways and outcomes. 

By linking anonymised records from eight hospitals, the registry identified key 
factors affecting post-discharge outcomes for nearly 2,500 patients, revealing 
delays in treating high-risk non-ST-elevation myocardial infarction (NSTEMI) 
patients. 

In response, a new service was established, directly admitting high-risk patients 
to the Golden Jubilee National Hospital, resulting in 99% of patients receiving 
life-saving angiography within 24 hours, reducing the median waiting time to 
four hours compared to the UK average of 56 hours. The initiative was 
predicted to have saved the NHS £1.1 million in bed costs within a year.

Beyond clinical improvements, the registry provides insights into practice 
variation, gender differences, and socioeconomic factors affecting outcomes, 
providing a model for improving heart attack care across the UK.

Case Study 3: Heart failure management
NHS Greater Glasgow and Clyde and Boehringer Ingelheim Ltd have worked 
together to develop a comprehensive multidisciplinary heart failure service at 
Glasgow Royal Infirmary and Stobhill Hospital. 

This ongoing initiative aims to improve care pathways for patients with heart 
failure and preserved ejection fraction (HFpEF), a condition with limited 
treatment options and high rates of mortality and hospitalisation.

By establishing a structured service, the project aims to set a precedent for 
improving HFpEF management across the UK and globally. This collaboration 
highlights a commitment to innovation in heart failure treatment and improving 
patient outcomes and aligns with the Scottish Government’s Heart Disease 
Improvement Plan, seeking to create a whole-system approach to HFpEF care. 
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Case Study 4: Prehabilitation
MSD worked with NHS Lothian, Edinburgh Cancer Centre and the Southeast 
Scotland Cancer Network (SCAN) to understand the feasibility and impact of 
using prehabilitation techniques in patients with advanced metastatic lung 
cancer. This is the most common cancer in Scotland, with nearly half of patients 
diagnosed at a late stage, where frailty and comorbidities limit treatment 
options. The aim of the Early Prehabilitation in Lung Cancer (EPIC) project was 
to reduce symptom burden, improve patient fitness and increase treatment 
rates. The project, based at St John’s Hospital in Livingston, ran for 30 months.

Participants showed fewer Emergency Department visits, reduced hospital 
admissions and shorter hospital stays, compared to a matched cohort. They 
were more likely to access treatment, have improved overall survival and their 
nutritional needs were better understood. Analysis showed scaling the project 
across the NHS in Scotland could free-up more than 10,000 bed days each year. 
Feedback from both participants and NHS partners was positive. 

Aligning with the Scottish Government’s Cancer Strategy, EPIC highlights how 
collaborating with industry to facilitate prehabilitation inclusion in lung cancer 
care pathways can improve outcomes for patients while optimising use of 
healthcare resources.

You can explore a wealth of additional Scottish health system efficiencies and 
patient benefits gained from these collaborations in the ABPI’s library of cross-
sector initiatives.10

10 ABPI website: NHS-Industry Partnership Case Studies Library

https://www.abpi.org.uk/partnerships/working-with-the-nhs/nhs-industry-partnership-case-studies-library/#?cludoquery=*&cludopage=1&cludoinputtype=standard
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6.	Routes and definitions
Any project where a pharmaceutical company, or companies, works alongside the 
NHS and potentially other organisations must involve, and be able to 
demonstrate, the pooling of skills, experience and/or resources from all the 
parties involved. There must be a shared commitment to successful delivery, with 
each organisation making a significant contribution.

Many pharmaceutical companies that are not members of the ABPI have also 
agreed to comply with the ABPI Code and accept the jurisdiction of the PMCPA. 

This guidance is based on the latest version of the ABPI Code of Practice, 
published in 2024, which contains clauses in recognition that some projects may 
not deliver a direct benefit to patients and, as such, did not meet the definition of 
joint working set out in previous iterations of the Code prior to 2021.

Two definitions in the 2024 ABPI Code are relevant to this update of the 2025 
Common Understanding document:

	● Collaborative working refers to pharmaceutical companies working with other 
organisations to deliver initiatives which either enhance patient care or are for 
the benefit of patients or alternatively benefit the NHS and, as a minimum, 
maintain patient care. Further details are given in Clause 20 of the ABPI Code. 
Collaborative working is generally between one or more pharmaceutical 
companies, healthcare organisations and possibly other organisations.

	● Joint working is a limited form of collaborative working as set out in Clause 
20.4 of the ABPI Code. Joint working is between one or more pharmaceutical 
companies and the NHS (and possibly others). Joint working must be patient 
centred and always benefit patients. 

The full wording of the ABPI Code, including Clause 20 (Collaborative Working 
with Organisations), its subclauses and supplementary information, is available 
online.11 

For the purposes of this document, we have solely used the term collaborative 
working. 

11 ABPI website: Code of Practice for the Pharmaceutical Industry 2024

https://www.abpi.org.uk/publications/code-of-practice-for-the-pharmaceutical-industry-2024/
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7.	The groundwork: 10 steps

Step 1: Project Scoping

Stakeholders from the NHS in Scotland, the pharmaceutical industry and 
potentially other organisations need to identify projects and initiatives that will 
enhance patient care or are for the benefit of patients or alternatively benefit the 
NHS and, as a minimum, maintain patient care.

These projects are often drawn from data analysis or feedback, which highlight 
an area of proven patient or clinical need. 

Potential project partners must consider the project’s desired benefits and 
outcomes, in addition to its sustainability and how it could be replicated or scaled 
up, if successful.

At this point, it is also worth investigating if other healthcare organisations have 
successfully tackled a similar challenge and, if so, whether it may be more 
appropriate to learn from/replicate/modify their work than to initiate a 
completely new project. Amongst other resources, the ABPI publishes an NHS-
Industry Partnership Case Studies Repository, where projects are available to 
search.12 

Step 2: Check Against Criteria

Potential partner organisations should collectively review the following checklist 
and satisfy themselves that each criterion will be met under the project.

If the answer to any RED question in the checklist is “NO”, the project is NOT a 
collaborative working project as defined by the ABPI Code of Practice and 
appropriate action will be required to address any identified areas before 
proceeding further.

If adequate changes to the project cannot be made, then partners should consider 
an alternative approach. This may be through the provision of grants and/or 
donations. If the only requirement is for industry funding, then a grant request 
may be appropriate as defined in Clause 23 of the 2024 ABPI Code (Donations 
and Grants).

A negative response to any AMBER question signals potential issues that should 
be addressed to encourage successful and timely project delivery.

12 ABPI website: NHS-Industry Partnership Case Studies Library

https://www.abpi.org.uk/partnerships/working-with-the-nhs/nhs-industry-partnership-case-studies-library/#?cludoquery=*&cludopage=1&cludoinputtype=standard
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Does the project that is being proposed fit the criteria?

	● If you answer NO to any red question, the project is not collaborative working 
as defined by the Code.

	● If you answered NO to any amber question, you should consider how you are 
going to address that question to convert it into a YES.

Collaborative working:

1 Does the project meet any of the following criteria: Yes No

	● benefit patients?

	● enhance patient care?

	● benefit the NHS and, as a minimum, maintains patient care?

Yes:	 This may be a collaborative working project – go to Q2

No:	 Consider another form of support

Red Questions: 

2 Do all parties acknowledge that the arrangement may benefit 
the NHS and company partner(s) involved?

Yes No

3 Are any subsequent benefits at an organisational level and not 
specific to any individual?

Yes No

4 Is there a significant contribution of pooled resources from all 
parties, which may include people, finance and equipment 
wholly or partly dedicated to the project?

Yes No

5 Is there a shared commitment to joint development, 
implementation, and successful delivery?

Yes No

6 Will anonymised, aggregated, outcome data be measured, 
documented and published?

Yes No

7 Are all partners committed to publishing an executive 
summary of the collaborative working agreement?

Yes No

8 Are all proposed treatments involved in line with national 
guidance, where it exists?

Yes No

9 Will all activities be conducted in an open and transparent 
manner?

Yes No

10 Has an exit strategy and any contingency arrangements been 
agreed?

Yes No
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Amber Questions:

11 Will the project be managed by a team including 
representatives of industry, NHS and any appropriate third-
party representation?

Yes No

12 Do all parties and their respective organisations have 
appropriate skills and capabilities in place to manage the 
project?

Yes No

13 Have all partner organisations got clear procedures in place for 
reviewing and approving collaborative projects?

Yes No

14 Are all parties aware of and committed to Working Together on 
the Ten Step Process?

Yes No

15 Are all partners clear on who within their organisation is the 
signatory to ensure the relevant documents can be approved?

Yes No

Step 3: Developing the Project Concept Framework

When entering into a partnership initiative, industry and NHS organisations need 
to ensure they are working within a robust governance framework to ensure the 
project aligns with their organisations’ goals and legal processes.

At this stage, a project team or steering committee is established, comprising all 
relevant stakeholders and active participants. This team will oversee and manage 
the project, ensuring its success while operating within the agreed parameters. All 
members of the project team or steering committee must declare any conflicts of 
interest.

The project team should establish an agreed project methodology and a regular 
meeting schedule to facilitate initial decision-making, maintain project progress 
and address any issues. Meetings should be action-oriented, with clear agendas, 
defined decision points and documented minutes.

In addition to the project team, a governance committee or Internal Review 
Committee (IRC) should be established to review the principles of the project 
against the checklist criteria and ensure that the project has been reviewed by 
each participating organisation’s management and experts.

Within pharmaceutical companies, governance expertise will be provided by 
legal, medical, compliance and healthcare engagement functions. Within NHS 
organisations, governance will usually be provided within existing governance 
arrangements. 

At this stage, it is recommended that a Project Concept Framework is developed, 
outlining the project’s purpose, objectives, resource impact and timelines. It must 
be approved by all relevant parties to support progression to the project setup 
stage. An example of a best practice Project Concept Form can be found in 
Appendix 1. 
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At this stage, it is vital that good communication between all stakeholders is 
maintained to align and manage expectations, refine the outcomes and objectives 
of the project and confirm the inputs into the project from each organisation. It is 
important to set realistic timescales and deadlines, and to complete a stakeholder 
map, communication plan and data collection plan, which will help align all 
stakeholders within the project.

Step 4: Draft Project Initiation Document (PID)

Once the necessary criteria have been met, the project team and project 
committee should develop and approve a Project Initiation Document (PID) to 
ensure a shared understanding of the project’s objectives, governance framework 
and a clear exit strategy outlining each party’s responsibilities in the event of 
project termination. The PID is a key document that defines the project 
requirements before implementation, and the final agreed version should be kept 
on record for reference by all parties. It includes, but may not be limited to:

	● Aims and objectives

	● Benefits to patients/NHS/pharmaceutical company partner(s)

	● Principal activities and accountabilities

	● Composition of the steering group and project group

	● Timelines and project milestones

	● Description of pooled resources

	● Plans for monitoring and evaluation

	● Communications plan

	● Process for project amendment, should this be required

	● Defined exit strategy (for all parties).

An example of a best practice PID can be found in Appendix 2. 

It is important to note that PIDs will, at times, need to be updated following the 
initiation of the project. This can be addressed via a Project Amendment Form 
(appendix 3).

Step 5: Seeking Approval 

Timelines for this stage can vary depending on the complexity of both the project 
and the organisations concerned. It is important to maintain communication 
between all stakeholders at this stage and to manage expectations. If an 
organisation seeking to enter a collaborative working project does not have an 
established governance committee, IRC or similar, it must identify relevant 
stakeholders with appropriate authority to approve the project.
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Step 6: Complete the PID

The project team reconvenes to discuss and implement actions from the 
governance committee or IRC’s review. In some instances, the collaborative 
project team may have to return to their governance committee or IRC to gain 
further comment before completing the PID.

Step 7: Sign the Agreement

Once all the governance signatories have approved the PID, all organisations sign 
the written agreement. The project team produces an executive summary using 
content from the written agreement. The executive summary is published on the 
respective company’s/companies’ website(s) for the duration of the project at a 
minimum, with other stakeholders encouraged to do the same. The project should 
not commence until the executive summary has been published by the industry 
partner/s.

Pharmaceutical companies must certify (under the ABPI Code) certain material 
relating to collaborative working projects, including the PID and the executive 
summary. 

A recommended executive summary framework is highlighted in appendix 4. 

A checklist for use during the development of the project agreement is a key tool 
and is included in appendix 5.

Step 8: Project Commences

The project begins once the agreement has been signed by all parties and the 
executive summary has been published on (at least) the industry partner(s) 
website(s). To monitor project progress effectively, partners should refer to the 
outcomes outlined in the PID and executive summary.

Step 9: Project Monitoring and Delivery

To monitor project progress effectively, partners should refer to the outcomes 
outlined in the PID and executive summary. It is critical that baseline 
measurements and the method and frequency of monitoring progress and 
outcomes are determined at the outset of the project. Monitoring of agreed 
measures begins and may include:

	● Increased numbers of appropriately diagnosed or treated patients

	● Changes to patient satisfaction/experience levels

	● Patient-reported outcomes

	● Improved patient concordance and adherence to therapy

	● Reduced wastage
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	● System efficiency measures e.g., waiting times, touchpoints which may also link 
to patient experience indicators

	● Proportionate use of appropriate treatment for patients, aligned to local or 
national guidance

	● Proxy patient outcomes.

Regular review meetings should be set up at for the duration of the project  
to monitor progress against objectives and milestones and to ensure that  
people/resource allocation is fit for purpose.

Timelines should also be monitored, and plans put in place if an overrun or delay 
looks likely. This can be in the form of a letter of amendment or extension.

Step 10: Project Completion

Learning is most valuable when it is documented and preserved beyond the 
conclusion of the project, ideally within the outcome report. In addition to 
evaluating the project’s results, it is beneficial to assess its overall operation  
to identify successes and challenges. These insights can then be applied to the 
design and management of future projects, ensuring continuous improvement  
and enhanced effectiveness.

As stated in the ABPI Code of Practice, all parties should publish outcomes 
promptly, within six months (an example framework outcomes report can be 
viewed in appendix 6). Local NHS organisations are encouraged to do the same. 
To promote and expand successful collaborations in healthcare, these outcome 
reports should be shared with ABPI for their NHS-Industry Partnership Case 
Studies Library to support more partnerships.13

To ensure that partnerships are transparent, transfers of value related to 
collaborative working projects must also be disclosed by the industry partner  
via the Disclosure UK database.14 

13 ABPI website: NHS-Industry Partnership Case Studies Library 
14 ABPI website: Disclosure UK

https://www.abpi.org.uk/partnerships/working-with-the-nhs/nhs-industry-partnership-case-studies-library/#?cludoquery=*&cludopage=1&cludoinputtype=standard
https://www.abpi.org.uk/reputation/disclosure-uk/
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8.	Legal Considerations

Data Protection

All parties to a collaborative working arrangement will need to comply with Data 
Protection legislation. This includes, but is not limited to, the UK General Data 
Protection Regulation (UKGDPR) and the Data Protection Act 2018 (in each case 
as such law(s) may be replaced, supplemented, substituted or amended from time 
to time).

Under the ABPI Code, neither a pharmaceutical company nor its representatives 
may be given access to data and/or records that could identify or be linked to 
particular patients. 

Given that collaborative working will involve NHS patients, it would be preferable 
to make clear in the agreement (and/or secondment/NHS honorary contract) that 
the NHS organisation is the ‘data controller’, i.e., the person or entity that 
determines the purpose and the means of any data processing. The data 
controller is ultimately responsible for ensuring that patient confidentiality and/
or privacy are adequately protected.

Anti-Bribery and Corruption

Care must be taken if an individual healthcare professional or NHS employee 
could benefit personally from any collaborative arrangements. This is because UK 
corruption laws (including, but not limited to, the Bribery Act 2010) and 
comparable legislation in the United States (the Foreign Corrupt Practices Act), 
prohibit the offering, promising or giving of a financial or other advantage to 
public officials for the purpose of obtaining any improper business advantage.

Although the NHS as an organisation may benefit from a collaborative working 
project, this is unlikely to breach Anti-Bribery and Anti-Corruption laws unless 
one or more public body officials (e.g., an individual NHS healthcare professional 
or NHS employee) is offered, promised or given a direct or indirect personal 
benefit from a particular collaborative project. NHS staff are encouraged to 
review relevant local policies. 

The ABPI Code states that collaborative working must not constitute an 
inducement to health professionals or other relevant decision makers to 
prescribe, supply, recommend, buy or sell any medicine. It must, therefore, 
always be ensured that none of the benefits of any collaborative working project 
go to these individuals or their practices. If there are benefits which are due to 
the NHS, these must go to an NHS or similar organisation.
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Competition and Commercial in Confidence Issues

Collaborative projects may involve more than one pharmaceutical company, so 
Competition and Commercial in Confidence issues may arise. Anticompetitive 
agreements, decisions or concerted practices between companies (e.g., agreeing 
prices or discount schemes with competitors) are illegal. Each company should 
seek its own advice to ensure that it complies with competition law in force at 
the relevant time and enters into appropriate confidentiality agreements and 
other safeguards to keep its commercially sensitive information confidential.

Where competing companies need to discuss setting up a collaborative working 
project, they should consider taking the following steps:

	● Establish a written understanding of the purpose and scope of the discussions 
to ensure that they remain consistent with the parties’ objectives and do not 
stray into areas that could raise competition law issues (e.g., pricing, market 
practices)

	● Create a written agenda for meetings which can be approved in advance

	● Limit participation to appropriate personnel who are briefed about the 
potential competition concerns and the importance of keeping to the approved 
agenda

	● Consider whether legal counsel from at least one of the companies should be 
present at the meetings

	● Take detailed minutes of all meetings which are then reviewed by legal counsel 
and retained

	● Do not discuss or disclose confidential or commercially sensitive information or 
enter into agreements in the following areas:

	{ The pricing of products or commercial strategies of any of the companies

	{ Individual company cost components or structures, or the relationship 
between cost and price in the industry generally

	{ Allocation of markets or market practices, either in relation to customers or 
geographical regions

	{ Actual or potential company-specific customer relationships

	{ Actual or potential bidding opportunities, and each other’s responses to such 
opportunities

	{ Individual company or industry production levels, capacities, or inventories, 
or individual company market shares, or research and development activities 
or results.
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9.	Multi-partner considerations
Collaborative working projects between a single healthcare organisation and a 
single pharmaceutical company are common. Less common but still possible are 
cross-sector projects involving more than one healthcare organisation and/or 
more than one pharmaceutical company.

Cross-sector projects between one or more healthcare organisation and one or 
more pharmaceutical company are often more complex. This is because each 
individual organisation has its own governance and approvals processes, which 
can lengthen the timelines for project set-up and implementation.

In addition, ABPI members are actual or potential competitors in certain therapy 
areas and are therefore subject to stringent competition law safeguards that must 
also be reflected in any agreement on working together. A shared desire to 
improve patient outcomes through a collaboration will not justify anticompetitive 
conduct, such as the illegal exchange of sensitive information between 
competitors or other types of collusive practices.

There should be a lead contracting party, identified by job role, in each sector in 
a cross-sector project where there are multiple healthcare organisations or to 
have an individual contract with each organisation involved.

Where there is more than one contracting party on each side of the cross-sector 
project, steps should be taken to understand the differing legislative competence, 
governance processes and timelines involved.

Given that the legal risk and opportunities for error are higher when multiple 
organisations are involved in the same collaboration, it is best to agree rules of 
engagement upfront, which can be recorded in the agreement. Such rules should 
set out clear governance principles, such as:

	● All project meetings will only take place if at least one representative of each 
party can attend

	● Minutes of all meetings will be taken, approved by all participants, and kept on 
record for an agreed period after the completion of the project

	● All project participants will receive a briefing on competition law rules and will 
be asked to sign a competition compliance and non-disclosure statement.

If the nature of the project would require specific discussion on topics of the 
utmost sensitivity such as costs, patient information, potential tendering 
opportunities, R&D activities etc., the parties should consider having a specialist 
competition lawyer attend the meetings.
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Appendix 1 – Project Concept Framework
Partner organisation and key stakeholders

	● Include a full list of organisations involved in the signing of the collaborative-
working agreement.

Purpose of the project
	● Briefly contextualise the background, including why it is taking place. This can 
be outlined in bullet point form.

Objectives
	● Include the intended benefits for patients, the NHS in Scotland and the industry 
partner.

Budgetary/resource impact on industry/NHS partner organisation
	● Discuss the financial contributions shared by partnering organisations. This 
may not always be in the form of financial costs if the partnership only focuses 
on project management time, but a significant contribution is required from all 
parties.

Anticipated start date
	● Include here the anticipated start date to the nearest quarter, such as Q4 2025.

Length of project
	● Overall length of the project in months.

Decision
	● Include detail if the decision to go ahead with the project was positively made.
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Appendix 2 – Project Initiation Document
Project title

	● Name of the project.

Background
	● Briefly contextualise the background to the project, including why it is required.

Intended aims and objectives of the project
	● Briefly contextualise the background, including why it is taking place with the 
aims and objectives. This can be outlined in bullet point form.

Expected outcomes of the project
	● Set out outcomes in accessible, ideally bullet point form. Divide into predicted 
benefits for patients, the NHS, and the relevant industry partner.

Name of partner organisations
	● A short description of the partner organisations involved in the project should 
be provided here, including their full addresses.

Name of representatives for each organisation
	● List the accountable leads from each of the respective organisations, including 
their email addresses, job titles and full names.

Project start date
	● Provide anticipated dates for the project’s initiation. It is advisable to use 
quarter dates to allow for a degree of flexibility when establishing a timeline 
for the project, such as Q4 2024.

Project completion date
	● Please follow as above.

Exit strategy
	● Set out a clear exit strategy to ensure that patient care is maintained to the 
highest level throughout and after the project. This section should also include 
an agreed process and timelines should it be necessary to terminate the project 
early.
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1. Project organisational structure

Included here should be the organisational structure of the project as outlined 
below:

Stakeholders
	● Include an explanation of all relevant stakeholders involved in the project. This 
should encompass individuals responsible for project sign-off, contract 
approval, and overall decision-making, as well as those designated as points of 
contact.

Risk management plan
	● Include a short explanation of the plans in place to mitigate any risks 
associated with the project, such as capacity and any budgetary issues.

Project governance
	● List the core members of the governance committee who will be responsible 
for delivery and oversight of the project, setting out clearly their 
responsibilities.

Project managers
	● List the lead project manager involved in the project, with one name per 
organisation.

Project team
	● List all members of the project team who will be involved in the day-to-day 
delivery and co-ordination of the project. Outline how the project reporting 
mechanisms will be developed and adhered to.

Project plan
	● Set out the project plan, including how outcomes will be monitored, how data 
will be collected, activities, resources (including funding), and clear milestones.

References
	● Include examples of any NHS policies that are relevant to the project.
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2. Resources and costs

Overall cost of the collaborative-working project
	● Include a simple headline figure, which should also consider VAT. This should 
include the projection of costs according to employee time and resource across 
healthcare organisations and industry partners.

Direct and indirect resources
	● Provide details here of the resource commitment proposed by all partnering 
organisations. This should include any monetary funding as well as transfer of 
value.

Arrangements for longer term funding implications of project
	● Describe the implications for sustainable support if the project continues longer 
term.

3. Data and patient protection

Ownership of data generated by the project
	● In completing this section, note that data generated by the project will normally 
be held within the healthcare organisation. Access to new data arising from the 
project and shared by the healthcare organisation will be managed in a manner 
that retains full patient confidentiality.
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Appendix 3 – Project Amendment Framework
Name of project

	● Outline the name of the project here.

Project owner
	● Include the project leads from across all parties.

Amendment to PID requested
	● Include details of what has deviated and been changed from the PID which has 
been requested.

Impact of this amendment
	● Include a brief explanation of the impact that this will have on the project 
timelines, logistics as well as financial impact.

Submitted date
	● Include the date that this form was completed and shared with a member of 
the project steering committee/group.
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Appendix 4 – Collaborative/joint working executive 
summary
Project title

	● Include a short sentence that outlines the project title.

Project rationale
	● Briefly contextualise the background including why it is taking place. This can 
be outlined in bullet point form.

Project objectives
	● Include expected benefits for patients, the NHS, and the relevant industry 
partner.

Project period
	● Include anticipated dates for the project’s initiation and completion.

Financial arrangements
	● Include an outline of the financial arrangements that will be established as part 
of this agreement

Plans for publication
	● Include the plans for publication of the project’s data and outcomes.

Contact details
	● List the accountable leads from each of the respective organisations, including 
their full names, job titles and email addresses.

Summary of the roles and responsibilities of each party 
	● Include details on the roles and responsibilities of the parties undertaking this 
agreement.
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Appendix 5 – Checklist for project agreements

Name of the collaborative project:

Points for inclusion in the agreement Point included?

The parties to the agreement, the date and the term of the 
agreement. 

Yes/No

The expected benefits for patients, the population or user 
groups, the NHS, pharmaceutical company and other 
organisation(s) as applicable.

Yes/No

An outline of the financial arrangements. Yes/No

The roles and responsibilities of the NHS, the pharmaceutical 
company/companies and other organisations and how the 
success of the project will be measured, when and by whom.

Yes/No

The planned publication of any data or outcomes. Yes/No

When any pharmaceutical company/companies enter into an 
agreement on the basis that its product is already included in 
an appropriate place on the local formulary, a clear reference 
to this should be included in the agreement so that all the 
parties are clear as to what has been agreed.

Yes/No

Contingency arrangements to cover possible unforeseen 
circumstances such as changes to summaries of product 
characteristics and updated clinical guidance; agreements 
should include a dispute resolution clause and 
disengagement/exit criteria, including an acknowledgement 
by the parties that the project might need to be amended or 
stopped if a breach of the Code is ruled.

Yes/No

Publication by the company of a summary of the agreement. 
This should be published on a clearly defined website or 
section of a website.

Yes/No

Outcomes should be published by all parties as soon as 
possible and usually within six months of the project’s 
completion. Companies should publish the outcomes on their 
websites.

Yes/No
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Appendix 6 – Summary of project outcomes template
Project name

	● Include a short sentence that outlines the project title.

Project partners
	● Outline the partnering organisations that took part in the collaboration.

Duration
	● Detail the project initiation and completion dates to the nearest month, e.g. July 
2024–January 2025.

Project overview
	● Provide an overview of the project, including its objectives and how the project 
is set out to achieve them.

Project outcomes
	● Outline the results from the project, including benefits to patients, the NHS and 
industry. This section should address the following:

	{ Has the shared vision agreed at the beginning been sustained?

	{ If not, has variance been addressed to mutual satisfaction? Has the project 
achieved more through collaborative/joint working than it would have done 
if parties had worked individually? Why?

	{ Have all parties made their contributions according to the original 
agreement?

	{ If not, has variance been addressed to mutual satisfaction?

	{ Has each party benefited from the collaborative/joint working arrangement? 
How?

	{ Have good relationships been maintained?

	{ Has trust been generated and maintained?

	{ Have differences been managed effectively?

	{ Did the project enable them to build a business case to commission services 
differently?

	{ Did the pilot meet the threshold criteria for scaling?

Conclusions and learnings
	● Include the conclusions and learnings drawn from the project with the aim of 
supporting learnings for other projects.

References
	● Include examples of any NHS policies that are relevant to the project.
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