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Corporate Responsibility Report 2008

Corporate responsibility at GSK
Corporate responsibility (CR) is central to our business.

We aim to operate in a way that reflects our values, to understand and respond to stakeholder views and to 
connect business decisions to ethical, social and environmental concerns. We seek to minimise the 
negative impacts and maximise the benefits of our business. 

Read a message from our CEO on the importance of CR at GSK. 

Every GSK employee is responsible for upholding our values and maintaining high ethical standards. Our 
Corporate Responsibility Principles define our approach to our key responsibility issues and provide 
guidance for employees on the standards to which the company is committed. We communicate with our 
people to underline our commitment to corporate responsibility and to update them on our progress. 

We also engage with our external stakeholders 
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Message from the CEO
A new mindset
Welcome to GSK
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Our Corporate Responsibility Principles
Our Corporate Responsibility Principles identify our key responsibility issues and provide 
guidance for employees on the standards to which GSK is committed:

Employment practices We will treat our employees with respect and dignity, encourage diversity and 
ensure fair treatment through all phases of employment. We will provide a safe and healthy working 
environment, support employees to perform to their full potential and take responsibility for the performance 
and reputation of the business. Read more about our employment practices.

Human rights We are committed to upholding the UN Universal Declaration of Human Rights, the OECD 
guidelines for Multi-National Enterprises and the core labour standards set out by the International Labour 
Organization. We expect the same standards of our suppliers, contractors and business partners working 
on GSK
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Business case for corporate responsibility
Demonstrating that our practices are responsible and ethical benefits the business in the 
following ways:

An improved reputation and greater trust in GSK products 

The ability to attract, retain and motivate talented people. This is becoming increasingly important as fewer 
young people in our major markets choose science-based careers 

Constructive engagement with stakeholders. This helps us to prevent avoidable conflict and identify 
innovative approaches that benefit GSK and wider society 

Greater access to markets and the ability to influence healthcare policy through improved relationships with 
regulators and healthcare payers. Helping governments to increase access to medicines and resolve 
healthcare challenges is particularly important 

Greater ability to anticipate and prepare for legislative changes and maintain a competitive advantage 

Helping to maintain support for the intellectual property system by finding innovative ways to increase 
access to medicines 

Reduced costs and more efficient use of resources through increased environmental efficiency 

Our business strategy
Our business performance and development are driven by three strategic priorities which are supported by 
our corporate responsibility activities.

We believe that corporate responsibility should be managed as part of our overall business strategy and 
through our day-to-day business operations. For this reason we do not have a separate corporate 
responsibility strategy at GSK. 

Corporate responsibility and our strategic priorities

We have established strategic priorities which we believe will increase growth, reduce risk and improve 
our long-term financial performance:

Grow a diversified global business 
Deliver more products of value 
Simplify the operating model 

We believe these priorities will enable us to navigate the coming years more successfully and retain our 
leading-edge position as a company able to meet patients
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Our key issues
Our CR reporting is focused on the most material (significant and relevant) issues for our 
business. 

The following factors influence our materiality assessment:

Our business strategy 
Our risk management processes. 
Stakeholder interest, including investor feedback 
Changes in our business and operations, for example the types of product we produce or the locations in 
which we operate. 
Existing and proposed legislation 
Public opinion and press coverage 

We have identified the following responsibility issues as most material to GSK:

The contribution our core business makes to health through research, development, manufacture and the 
sale of medicines and vaccines 
Increasing access to medicines in under-served communities  
Ethical standards in research and development, and sales and marketing 
Our environmental impact, particularly climate change 

Home Responsibility Corporate responsibility at GSK Our key issues 

Back to top  
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Corporate responsibility governance
Our Corporate Responsibility Committee (CRC) of Non-Executive Directors provides high-level 
guidance on our approach to CR. 

The CEO and members of the Corporate Executive Team (CET) are accountable for responsible 
management of the business and participate in CRC meetings.

During 2008 the Committee members were Sir Christopher Gent (Chair), Dr Stephanie Burns, Dr Daniel 
Podolsky, Sir Ian Prosser and Tom de Swaan.

The Committee meets three times a year to review our policies and progress on our CR Principles. The 
Committee reviews our performance against five of our CR Principles annually. These are access to 
medicines, standards of ethical conduct, research and innovation, employment practices and community 
investment. Other Principles are discussed at least once every two years. The Committee reports its 
findings to the Board. 

Management of corporate responsibility 

During 2008 the CRC reviewed GSK
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Stakeholder engagement
Stakeholder engagement and dialogue enables us to connect with the views and opinions of the 
societies in which we operate.

It helps us identify important issues and shape our responses in the interest of our shareholders and wider 
society. 

Regular engagement means we are better informed of emerging and current issues and changing societal 
expectations. It provides an opportunity for us to voice our approach to responsibility issues, obtain important 
feedback and build trust.

Most of this discussion takes place in the normal course of business. For example, our scientists regularly 
meet academics, researchers and other pharmaceutical companies through advisory boards and medical 
conferences.

Here we describe how we engage with our stakeholders, give examples of our engagement in 2008 by 
stakeholder group and provide information on how we are responding to the feedback we receive. You will 
find further examples of our engagement with stakeholders throughout this website.

Home Responsibility Corporate responsibility at GSK Stakeholder engagement 

Back to top  
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How we engage
Healthcare professionals
We engage with healthcare professionals in many ways, including through our sales representatives and 
when running clinical trials. Read about our research and ethics policies governing relationships with 
healthcare professionals.

Patients
GSK researchers and scientists meet patients as part of our 
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Engagement with employees
It is important that our employees know about our commitment to corporate responsibility, understand their 
responsibilities and keep up-to-date with our progress. 

Read about our approach to embedding an ethical culture at GSK.

We keep employees informed about corporate responsibility through our myGSK intranet site and Spirit, our 
internal quarterly magazine, which feature articles on responsibility issues. Read about how we engage with 
employees on environment, health and safety issues.

In 2008 at least nine articles on responsibility issues were published in Spirit. These included articles on 
environmental sustainability, community investments and our efforts to combat diseases of the developing 
world such as lymphatic filariasis. This year we published four editions of Spirit, distributing 33,500 copies of 
each edition internally. Additionally, during the year, an online version of the magazine was introduced on the 
intranet, offering access to more employees.

We distributed our 2007 Corporate Responsibility Review with Spirit magazine and directly to the Corporate 
Executive Team and GSK Board, senior managers, site directors and all communications staff. News 
articles and icons on our intranet site were used to guide users directly to the Review. This year we have 
published a shorter CR Highlights document to direct people to this website. We are raising awareness of 
this online CR Report by publicising it on our website and the company intranet.

Home Responsibility Corporate responsibility at GSK Stakeholder engagement
Engagement with employees 

Back to top  
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Engagement with investors
We held 20 meetings with investors in 2008 to discuss responsibility issues. These comprised one-to-one 
meetings and teleconferences, and a socially responsible investment (SRI) roadshow.

Investor questions

Some of the questions raised by investors about responsibility issues in 2008 concerned:

Access to medicines 

Clinical trial results disclosure 

Clinical trials in the developing world 

Patient safety 

Our operations in sensitive countries. Read more about GSK
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Engagement with opinion leaders
Ipsos MORI survey
GSK participated in the Ipsos MORI survey which rates companies according to CR experts
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Engagement on access to medicines
Engagement on issues relating to access to medicines during 2008 is described in the Access to medicines 
section.

As well as the engagement during 2008, GSK conducted three formal stakeholder discussions during 2007 
to get feedback on our approach to different issues relating to access to medicines . We engaged with 
influential individuals and organisations with expertise in this area, including NGOs, government 
representatives, journalists, academics, investors and industry organisations.

The topics covered were:

Increasing access to HIV/AIDS medicines in developing countries 
Expanding R&D into diseases of the developing world 
Increasing access to medicines in middle-income countries 

While we do not necessarily agree with all the comments made by participants, these sessions provided 
valuable feedback on our approach.

Feedback on GSK
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Engagement on EHSS
We have an Environment, Health and Safety and Sustainability Stakeholder Panel in the UK which has 
provided independent feedback on our performance since 2005. 

The panel of 13 members represents customers, suppliers, regulators, public interest groups and investors. 
Two senior EHSS representatives from GSK regularly participate and other GSK managers attend 
discussions on specific topics. The panel is facilitated by The Environment Council, an independent charity.

The panel met in April and October 2008 to debate a range of issues including:

The broad issue of sustainability 
GSK
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About our reporting
Welcome to our 2008 Corporate Responsibility Report. 

This year we have reported on our activities and performance online, providing easy access to information on 
key issues plus the ability to build a custom version of our 2008 Report.

How we report
We report our corporate responsibility activities and performance annually. This website contains a detailed 
account of our CR policies and performance in 2008. Selected performance information can also be 
downloaded, read more about how to use this website. 

We also publish Corporate Responsibility Highlights which provides an overview of our approach to CR. It is 
available in print.

Data relate to worldwide operations for the calendar year 2008, except where stated.

Environmental data are collected from all 79 of our Pharmaceutical, Consumer Healthcare and Nutritionals 
manufacturing sites, 14 of the 15 vaccines sites (one is not yet in operation), 22 of 31 Pharmaceutical and 
Consumer Healthcare R&D sites including five whose environmental data are included with their host sites 
(nine are too small or too new to warrant collection of environmental data in 2008), the US and UK 
headquarters buildings and 15 smaller offices and distribution centres.

Injury and illness data are collected from all 79 of our Pharmaceutical, Consumer Healthcare and Nutritionals 
manufacturing sites, 14 of the 15 vaccines sites (one is not yet in operation), 29 of 31 Pharmaceutical and 
Consumer Healthcare R&D sites (two are considered too new to start reporting), the US and UK 
headquarters sites, 18 offices and sales groups with more than one million hours worked, and 46 of the 
smaller offices and distribution centres.

Data in the environment and health and safety sections are independently assured by SGS.

We use external guidelines to inform our reporting where relevant. We do not base our report on the Global 
Reporting Initiative (GRI) guidelines but we have produced a GRI index to show which elements of the 
guidelines are covered in the report and to aid comparison with other company reports. We have also joined 
the UN Global Compact and have provided an index to show how we are reporting in line with Global 
Compact expectations.

Brandnames appearing in italics throughout this report are trademarks either owned by and/or licensed to 
GSK or associated companies.

Contact
We welcome your feedback on any of the information contained in this report. Please contact us at:

Corporate Responsibility
GlaxoSmithKline plc
980 Great West Road
Brentford
Middlesex
TW8 9GS
United Kingdom

csr.contact@gsk.com

Home Responsibility Corporate responsibility at GSK About our reporting 
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Benchmarking
GSK received the following ratings from benchmarking organisations:

Indexes
Organisation:Access to medicines index - Access to Medicines Foundation and Innovest Strategic Value 
Advisers

Rating: GSK was ranked highest in the index which assessed companies

Page 23 of 336



 

 

Corporate Responsibility Report 2008

Benchmarking
GSK received the following ratings from benchmarking organisations:

Indexes
Organisation:Access to medicines index - Access to Medicines Foundation and Innovest Strategic Value 
Advisers

Rating: GSK was ranked highest in the index which assessed companies

Page 24 of 336



 

 

Corporate Responsibility Report 2008

Benchmarking
GSK received the following ratings from benchmarking organisations:

Indexes
Organisation:Access to medicines index - Access to Medicines Foundation and Innovest Strategic Value 
Advisers

Rating: GSK was ranked highest in the index which assessed companies

 

 

Corporate Responsibility Report 2008

Assurance and internal audit
External assurance of EHS activities
The information we provide about environment, health and safety activities at GSK has been externally 
assured by independent, third-party assurers. 

Our reporting on environment, health and safety performance is assured by SGS, an external assurer. The 
assurance process includes verification of key environment, health and safety data through site visits and 
telephone calls to EHS professionals and review of systems and processes for collecting, collating, 
analysing and interpreting the data. Read the EHS assurance statement by SGS.

External assurance of access to medicines activities
In our 2007 CR Report, information on access to medicines was externally assured. Read how we are 
responding to the recommendations made by the assurers on our access to medicines activity and 
reporting.

This year we did not conduct assurance on the CR report other than that described above for the EHS 
section. We plan to conduct assurance of one new section of the report every other year, so a section of the 
2009 report will be subject to external assurance.

Internal audit and assurance
GSK has developed an assurance programme that provides a holistic assessment of internal control 
processes, risk management and audit within the company. A key part of this programme is an extensive 
and independent internal audit schedule, delivered by four specialist audit groups. These audits assess 
compliance with laws, regulations and company standards, and evaluate the effectiveness of the risk 
management process in identifying, managing and mitigating the more significant risks facing GSK.

Global Internal Audit (GIA) is responsible for evaluating the financial and operational controls that ensure 
financial reporting integrity and safeguard assets from losses, including fraud 

Corporate Environment, Health, Safety and Sustainability (CEHSS) is responsible for assessing the 
management of health and safety risks and environmental impacts 

Global Manufacturing Supply Audit and Risk Management (ARM) assesses the quality and supply 
risks relating to manufacturing and supply chain processes for GSK commercial products 

Global Quality and Compliance (GQC) is responsible for assessing risks relating to medicines, vaccines 
and medical devices throughout the product development process, including the manufacture of clinical 
trial material 

The central assurance function is responsible for developing the assurance programme, and for ensuring 
that the GSK audit groups work together in the most efficient and effective way to deliver the audit schedule.

Global Internal Audit audits the other three audit groups for alignment with the Institute of Internal Auditors
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patients treated.

2. Includes freight and delivery costs. The M
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Resources and downloads
Reporting

2008 Corporate Responsibility Report  
Commitment to transparency and access  
Corporate Responsibility Highlights 2008 (PDF 325Kb)  
GRI Index (PDF 103Kb)  
Global compact index (PDF 24Kb)  
Corporate responsibility data summary  
Environmental metrics  
Archive reports  

Additional resources
Access to medicines 

Briefing paper: Access to medicines (PDF 46Kb)  

Findings from stakeholder engagement sessions:

GSK access to HIV medicines workshop (PDF 63Kb)  
GSK DDW workshop findings (PDF 68Kb)  
GSK MIC workshop findings (PDF 87Kb)  

Ethical conduct

GSK Code of Conduct (PDF 89Kb)  
Employee Guide to Business Conduct (PDF 4.3Mb)  
GSK European Promotion of Medicines Code of Practice (PDF 450Kb)  

Human rights

Human rights statement (PDF 30Kb)  

Public policy and patient advocacy

Our Public policy position statements  
Details of relationships with patient groups  

Home Responsibility Corporate responsibility at GSK Resources and downloads 

Back to top  
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The cost of disease
Ill health is expensive for the individual and for society. It is often a result of poverty but it is also 
an important cause of poverty. 

For patients it can mean loss of quality of life, loss of earnings and shortened life expectancy. It can place a 
great burden on families 
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Vaccines play a major role in preventing and eliminating disease. 

Immunisation is acknowledged by the World Health Organization (WHO) as being 
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Treating ill health
We help to treat ill health by developing medicines and consumer healthcare products. 

We are also working with governments and employers in the US to find innovative ways to reduce the impact 
of chronic diseases.

Our pharmaceutical products target diseases in the following areas:

Anti-bacterials (antibiotics) and anti-malarials: infections, malaria 
Anti-virals: HIV/AIDS, herpes, hepatitis B, influenza 
Cardiovascular: heart failure, hypertension, deep vein thrombosis 
Central nervous system: migraine, epilepsy, anxiety, depression, Parkinson
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Partnering to combat chronic diseases 
Healthcare costs in many countries are a concern for patients, healthcare payers and the pharmaceutical 
industry alike. The increase in prevalence of many chronic diseases such as asthma, diabetes and heart 
disease is a major contributing factor.

We are working with governments and employers to find new ways to address the problem of chronic 
diseases while reducing healthcare costs. Our approach, known as the 
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Raising awareness about disease
In 2008, we ran a range of disease awareness campaigns including:

Pandemic flu

The World Health Organization considers that the world is now closer to another flu pandemic than at any 
time since the last outbreak in 1968. In 2008, we held a workshop for journalists at the European Influenza 
Congress in Portugal to highlight the threat of pandemic flu. Journalists play an important role in raising 
government awareness of health issues and influencing health policy. 

During the workshop, participants spent two hours talking to independent experts, discussing key subjects 
such as what we can learn from past pandemics, the personal and economic impacts of an outbreak, the 
role of vaccines and what governments should do to prepare. 

Read about GSK
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Preventing disease 
Vaccines
Vaccines make a significant contribution to health and are recognised as one of the most successful ways of 
preventing disease. Vaccines are second only to clean drinking water in reducing the impact of infectious 
diseases. 

GSK is one of the largest suppliers of vaccines and is the leading supplier of childhood vaccines to UNICEF. 

Vaccines are designed to eradicate or control disease and on an individual level to prevent disease or limit its 
severity. They can be highly cost effective and benefit both society and individuals.

Vaccines have widespread endorsement from supranational organisations, including the WHO and the 
United Nations. The World Bank proposes that governments should make immunisation a priority for their 
healthcare investment.

Immunisation programmes successfully eradicated smallpox worldwide and have made significant progress 
towards the elimination of polio. Even when global eradication is not possible, diseases can be reduced to 
very low levels if vaccination is maintained at high levels. For example, where Haemophilus influenzae type b 
vaccines are used, bacterial meningitis caused by this virus has been dramatically reduced. 

The majority of cervical cancers are now preventable with vaccination against the Human Papillomavirus 
(HPV) combined with cervical screening. GSK
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Investing in R&D
Despite advances in healthcare there are still many diseases for which there is no cure or for 
which treatments could be improved. 

Continued research and innovation is essential. Our investment in R&D into new medicines and vaccines is 
at the core of our business. 

In 2008, we spent 
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Contributing to scientific understanding
We fund basic medical research conducted outside GSK to increase understanding of the 
human body and the impact of disease. 

This is often the foundation for future advances in the diagnosis, treatment and prevention of disease. Often 
this research is conducted in partnership with others, using very new technologies. 

Examples from 2008 include:

Open innovation
In December 2008, we announced a joint 
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Academic collaborations
We invest in research capabilities at universities, fund leading-edge academic research projects and support 
science students. We have more academic collaborations than any other UK-based company, providing 
support of more than 
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Pandemic flu: responding to the H1N1 outbreak 
Updated 24 August 2009. 

We have been preparing for an influenza pandemic flu for many years, researching and developing pre-
pandemic and pandemic vaccines, antivirals and face masks, as well as our existing antibiotics portfolio. Our 
preparations meant we were able to respond rapidly when a new influenza A (H1N1) strain emerged in 
Mexico in late April 2009.

The World Health Organization
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Q&As
Here we respond to questions raised by our stakeholders

Is your goal to cure disease or to find treatments for ongoing, chronic use?
Ideally we want to cure disease. Our antibiotics help to treat diseases caused by bacterial infection and our 
anti-parasitic medicines help prevent and treat prevalent diseases such as lymphatic filariasis and malaria.  

Unfortunately, there is no known cure for most diseases. Our medicines help reduce symptoms and may 
need to be taken for long periods. These medicines are still valuable because they may enable the patient to 
have a more normal lifestyle, for example remaining in work or looking after their family. In many cases we 
are continuing research to find a cure.

Ideally we want to prevent a disease from occurring in the first place, which is where vaccines have an 
important role.

What factors do you consider when prioritising your R&D efforts?
There are three main interrelated factors 
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Our approach and contribution
GSK is committed to playing our full part in addressing healthcare challenges around the world. 
Our core business activity, developing and launching new medicines and vaccines, makes a 
significant contribution.

We recognise that the scale of these challenges requires a coordinated approach and we are looking to 
expand research partnerships with governments, NGOs and other companies. While support for intellectual 
property rights is essential to encourage innovation, we want to find ways that we can use our intellectual 
property flexibly to speed up the development of medicines for neglected diseases, without compromising 
the sustainability of our business.

There is only so much difference that our activities on R&D, pricing and working in partnerships can make 
while significant barriers to access remain in developing countries. Key among these barriers is the lack of 
healthcare infrastructure - both physical and human. Although we are not a health service provider, we want 
to work with others to deliver healthcare, which can include investing in infrastructure. We will seek new 
opportunities in this area and are already making a contribution in strengthening infrastructure. 

For example in 2008 we donated equipment for a state-of
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The role of others
Improving access to healthcare in developing countries is a complex challenge. 

We believe that only a holistic approach embracing prevention and treatment as well as fundamentally 
strengthening health systems will work. This will require all stakeholders, including the pharmaceutical 
industry, to work together to increase the resources dedicated to improving healthcare systems. 

Pharmaceutical companies, including GSK, must make their medicines as affordable as possible to people 
in the world
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Research and development
For some diseases affecting developing countries there are no effective treatments. In other cases, 
treatments exist but have become less effective due to drug resistance.

Sometimes treatments are not suitable, for example, because they are difficult to administer in areas with 
poor healthcare infrastructure or they are too expensive. As a research-based company, we aim to make a 
major contribution to health in developing countries by researching and developing affordable new vaccines 
and treatments for infectious diseases. We are currently conducting R&D into 12 diseases of particular 
relevance to the developing world: bacterial meningitis, chlamydia, dengue fever, hepatitis E, HIV/AIDS, 
leishmaniasis, malaria, pandemic flu, pneumococcal disease, Chagas disease, human African 
trypanosomiasis and TB. For more information on our R&D pipeline see our Annual Report.

Biomedical R&D is a costly, risky and time consuming activity. To develop one successful medicine or 
vaccine it can typically take 10 to 12 years and, on average, including the costs of failures, costs around $1.2 
billion1. For every 5,000 to 10,000 compounds tested, an estimated five reach clinical trials and only one 
reaches the market2. 

What
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Malaria
We have been working on a malaria vaccine for over 20 years and have invested more than $300 million of 
our own resources to date. We are currently developing a candidate malaria vaccine, RTS,S, in partnership 
with the PATH Malaria Vaccine Initiative (MVI), which has contributed more than $100 million. 

In 2008, results of two separate phase ll trials confirmed the findings of earlier studies that the candidate 
vaccine provides infants and young children, the most vulnerable groups, with significant protection against 
malaria. In children aged five to 17 months, the RTS,S/AS01 vaccine reduced the risk of clinical episodes of 
malaria by 53 per cent over an eight-month period1. In the other trial, among infants under 12 months who 
received three doses of a modified RTS,S/AS02 vaccine, the risk of first infection from malaria was reduced 
by 65 per cent over a six- month period2.  

Trials also showed that the RTS,S/AS02 vaccine does not interfere with the efficacy of other vaccines 
administered through existing African national immunisation programmes. This means that in countries 
where malaria is most prevalent, the vaccine could be delivered through the current immunisation schedule 
for infants, called the WHO Expanded Program on Immunization (EPI).

Christian Loucq, MVI Director, commented on the significance of the trial results by saying, 
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Tuberculosis
Our tuberculosis medicines research is conducted in partnership with the Global Alliance for TB Drug 
Development (TB Alliance). In January 2008 we announced a renewal, for a further three years, of our joint 
research programme with the TB Alliance.

Speaking at the time of the announcement, Dr Mel Spigelman, TB Alliance Director of Research and 
Development, said: 
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HIV/AIDS
We have been involved in AIDS vaccine research for over two decades. GSK is also committed to the 
development of new molecules that target unmet medical needs in HIV, and there is a pressing need for a 
variety of new anti-HIV drugs with novel mechanisms of action. 

Vaccines
We are now pursuing three separate vaccine strategies. A successful AIDS vaccine might combine several 
of these approaches:

Recombinant measles vector 
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Visceral leishmaniasis (VL)
Sitamaquine is our oral, once-a-day candidate treatment for visceral leishmaniasis (VL), a potentially fatal 
disease spread by parasites. Data from two phase ll proof-of-concept studies in Kenya and India are 
encouraging overall. After a 28-day course, 85 per cent of patients remained cured at six months1 2. 

Sitamaquine was generally well tolerated by patients in these studies. However, there were some concerns 
regarding renal adverse events seen in a few subjects, some of which appear to be treatment related.

Interpretation of these data is complicated, in particular because VL itself is associated with renal 
impairment. Before proceeding to phase lll trials, we set up a phase llb study3 to compare the safety and 
tolerability of a 21-day course of sitamaquine with that of intravenous amphotericin B. 

Early results showed comparable efficacy to previous studies, despite the shorter course, and sitamaquine 
was very much better tolerated than amphotericin. A small number of patients had mild, reversible renal side 
effects.

We are currently reviewing the utility of sitamaquine as a potential treatment for VL with regulatory authorities 
and external stakeholders.

1. Wasunna M, Rashid JR, Mbui J et al. A Phase II dose-increasing study of sitamaquine for the treatment of 
visceral leishmaniasis in Kenya. Am J. Trop. Med. Hyg. 73(5):2005:871-876 

2. Jha TK, Sundar S, Thakur CP et al. A Phase II dose-ranging study of sitamaquine for the treatment of 
visceral leishmaniasis in India. Am J. Trop. Med. Hyg. 73(6):2005:1005-1011 

3. Prasad LS, Sen S, Ganguly. Renal involvement in kala-azar. Indian J. Med Res 1992 Jan:95;43-46 - Dutra 
M, Martinelli R, de Carvalho EM et al. Renal involvement in visceral leishmaniasis. Am. J. Kidney Dis. 1985:
(6); 22-27 

Home Responsibility Access to medicine Developing countries Research and development
Visceral leishmaniasis 
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Pneumococcal disease
Pneumococcal disease is a global health issue. Each year, Streptococcus pneumoniae infections are 
estimated to kill one million children under five years of age worldwide. There are more than 90 distinct 
strains (serotypes) of pneumococcus but only 10-15 cause the vast majority of invasive disease in young 
children. 

In January 2009, the European Medicines Agency
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Neglected diseases
In March 2008, we announced a collaborative research effort with the not-for-profit organisation, Drugs for 
Neglected Diseases initiative (DNDi), targeting neglected tropical diseases which disproportionately affect 
the developing world. Research will focus on compounds that may have activity against the most neglected 
diseases, including visceral leishmaniasis (kala azar), human African trypanosomiasis (sleeping sickness) 
and Chagas disease. 

The collaboration, which has been established for an initial period of two years and may be extended, will 
focus on identifying and developing compounds from existing GSK programmes and will leverage the 
expertise of researchers from GSK at our Tres Cantos facility along with leading academic centres like the 
London School of Hygiene & Tropical Medicine. 

The collaboration has been formed to specifically address unmet patient needs as current treatments for 
these diseases have significant drawbacks, such as difficulty of administration, severe side effects, length of 
treatment, cost, and emerging parasitic resistance. 

Home Responsibility Access to medicine Developing countries Research and development
Neglected diseases 
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Our plans
In 2009 we plan to:

conduct a large-scale phase lll malaria vaccine efficacy trial in seven African countries  

commence a study focusing on further understanding the safety of tafenoquine in subjects with inherited 
glucose-6-phosphate dehydrogenase (G6PD) deficiency  

select a candidate for our lead TB project on mycobacterium gyrase inhibitors development by mid-2009  

initiate trails of our candidate TB vaccines in infants 

continue clinical development of multiple second-generation integrase inhibitors for HIV/AIDS  

enter 
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Public-private partnerships
GSK must remain profitable to sustain our business and to provide funds to enable us to continue to develop 
new medicines and vaccines. There is often limited prospect of a commercial return on R&D into diseases 
of the developing world. Public-private partnership (PPPs) enable R&D into these diseases by making this 
work commercially viable by sharing the risks and costs involved. PPPs speed up the R&D process and 
enable all partners to do more than they could do on their own.

In a PPP companies such as GSK provide the R&D, technology, manufacturing and distribution expertise. 
Academic institutions may also provide research and disease area knowledge. Public sector partners, 
governments and organisations such as the Bill & Melinda Gates Foundation help fund the development and 
delivery costs and ensure that medicines and vaccines get to the people who need them. Funds are usually 
channelled through organisations such as the Medicines for Malaria Venture (MMV) which also help to 
coordinate global R&D activity.

PPPs can work in many different ways. For example, some of our partnerships are centred around our 
dedicated 
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Product registrations 

Rapid product registration is important to ensure new medicines reach patients as quickly as possible. But 
the regulatory process is complex, costly and time consuming. There is little regulatory harmonisation 
around the world and a distinct submission is required for virtually every country. Companies have to 
prioritise their regulatory resources. This has led to concerns that pharmaceutical companies are not doing 
enough to register essential medicines in developing countries, which prevents these countries from taking 
advantage of preferential pricing offers. 

We prioritise registration of our medicines based on commercial considerations, as well as prevalence of 
disease. We use mechanisms such as the European Medicines Agency (EMEA), Article 58, to help facilitate 
product registration in developing countries. Article 58 allows the Agency's Committee for Medicinal Products 
for Human Use (CHMP) to give opinions, in cooperation with the World Health Organization, on medicinal 
products for human use that are intended exclusively for markets outside the EU, such as medicines to treat 
malaria or leishmaniasis. The positive opinion obtained via Article 58 can then be used to support the 
registration process in developing countries when conducting their own regulatory reviews. 

We regularly review the registration status of our key anti-retrovirals (ARVs) to prioritise registration based on 
the needs for ARVs. This helps to make Epivir, Retrovir, Combivir and Ziagen available as widely as 
necessary and possible.

Screening and vaccination could prevent many thousands of women from getting cervical cancer. We are 
working to register our vaccine against Human Papillomavirus (HPV), Cervarix, as widely as possible so that 
women can be better protected from the disease. It is now available in more than 90 high-, middle- and low-
income countries around the world, and GSK is committed to doing what it can to accelerate global access 
to the vaccine. Read more about our position on cervical cancer prevention.

Home Responsibility Access to medicine Developing countries Product registrations 

Approach Performance and plans
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Product registrations

Cervical cancer and rotavirus
In October 2007 we submitted Cervarix, our vaccine which helps to prevent infection with HPV, to the World 
Health Organization (WHO) for pre-qualification. Products with pre-qualification status may be used by UN 
agencies and the GAVI Alliance, as well as in mass vaccination programmes across the developing world. 
By submitting Cervarix for prequalification as early as possible, we are working to eliminate the historical 15-
20 year delay for new vaccines to become available in developing countries. We anticipate pre-qualification in 
the first half of 2009.

Early in 2007, we received pre-qualification status for our rotavirus vaccine, Rotarix, from the WHO. We 
concluded a deal with Brazilian government institute Fiocruz to supply enough Rotarix to protect every baby 
in Brazil against rotavirus for the next five years. This includes a technology transfer agreement under which 
Fiocruz will produce Rotarix for the domestic market and manufacture Rotarix for GSK under contract for 
export to other developing countries. This is similar to existing arrangements in Brazil for our oral polio 
vaccine, Haemophilus influenzae type b (Hib) vaccine and measles, mumps and rubella vaccine. The results 
of this approach with Rotarix in Brazil have been impressive. 

HIV/AIDS
GSK produces packs of ARVs specifically designed for and distributed in developing countries. These 
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Preferential pricing

Pricing is one factor that impacts on access to medicines and vaccines in developing countries. We price 
our medicines preferentially for developing countries and use a tiered pricing system in wealthier middle-
income markets where people
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Preferential pricing

We offer our anti-retrovirals (ARVs) and anti-malarials at not-for-profit (nfp) prices to public sector customers 
and not-for-profit organisations in 64 countries - all the Least Developed Countries and all of sub-Saharan 
Africa. In February 2008 we announced significant new price reductions for our ARVs offered on a nfp basis 
to these countries. This reduction was the fifth time we have reduced prices as part of our pioneering 
preferential pricing policy originally introduced in 1997. Combivir, our leading ARV, now sells at $197 per 
patient per year in the least developed countries compared to $730 in 2001.

The most significant reduction, of almost 40 per cent, was on Ziagen oral solution (abacavir). This is 
recommended by the World Health Organization (WHO) for use in first-line and second-line regimens within 
resource-limited settings, particularly for children. A number of factors enabled us to implement these price 
changes, including improvements and efficiencies in manufacturing and supply, and reductions in the costs 
of active ingredients.

Number of tablets shipped
In 2008, we shipped 11.4 million tablets of nfp Combivir and 58.6 million tablets of nfp Epivir to the developing 
world, compared with 13 million and 72 million respectively in 2007. The decline in supply of our own ARVs is 
more than outweighed by a growth in volumes from our licensees. In 2008 our licensees supplied over 279 
million tablets of their versions of Epivir and Combivir to African countries. 

Supply of Combivir and Epivir tablets by GSK* 

*This includes preferentially priced tablets supplied by GSK and tablets supplied by our licensees.

During 2008 GSK supplied ARVs at nfp prices to 37 countries, compared with 31 in 2007. We will continue to 
look for new customers for our nfp ARVs in these countries and regularly review our nfp prices. However, it 
may well be that our licensees are able to produce first-line ARVs at lower costs and will continue to increase 
their share of the business.

Patients receiving treatment
It is difficult to estimate the number of patients treated as a result of our preferential pricing agreements, 
since we do not control healthcare provision. However, the WHO estimates that three million people in the 
developing world were treated with ARVs by the end of 2007, an increase of one million in a year.

A report from the Accelerating Access Initiative (AAI) suggests that by December 2007, around 875,000 
patients in developing countries were receiving at least one ARV treatment supplied by the nine R&D-based 
pharmaceutical companies in the AAI. In the two years since December 2005, the total number of patients in 
developing countries receiving treatment from the AAI companies had increased by 22 per cent. In Africa 
alone, over 665,600 patients are being treated with at least one ARV supplied by the AAI companies, an 
increase of 49 per cent over two years. This has resulted in an over 70-fold increase in the number of people 
being treated with medicines supplied by the AAI companies in Africa since the establishment of the AAI in 
May 2000.

Read more about how a GSK vaccine has contributed to the elimination of Hib mengingitis. 

Home Responsibility Access to medicine Developing countries Preferential pricing 

Approach Performance and plans 
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recommended by the World Health Organization (WHO) for use in first-line and second-line regimens within 
resource-limited settings, particularly for children. A number of factors enabled us to implement these price 
changes, including improvements and efficiencies in manufacturing and supply, and reductions in the costs 
of active ingredients.

Number of tablets shipped
In 2008, we shipped 11.4 million tablets of nfp Combivir and 58.6 million tablets of nfp Epivir to the developing 
world, compared with 13 million and 72 million respectively in 2007. The decline in supply of our own ARVs is 
more than outweighed by a growth in volumes from our licensees. In 2008 our licensees supplied over 279 
million tablets of their versions of Epivir and Combivir to African countries. 

Supply of Combivir and Epivir tablets by GSK* 

*This includes preferentially priced tablets supplied by GSK and tablets supplied by our licensees.

During 2008 GSK supplied ARVs at nfp prices to 37 countries, compared with 31 in 2007. We will continue to 
look for new customers for our nfp ARVs in these countries and regularly review our nfp prices. However, it 
may well be that our licensees are able to produce first-line ARVs at lower costs and will continue to increase 
their share of the business.

Patients receiving treatment
It is difficult to estimate the number of patients treated as a result of our preferential pricing agreements, 
since we do not control healthcare provision. However, the WHO estimates that three million people in the 
developing world were treated with ARVs by the end of 2007, an increase of one million in a year.

A report from the Accelerating Access Initiative (AAI) suggests that by December 2007, around 875,000 
patients in developing countries were receiving at least one ARV treatment supplied by the nine R&D-based 
pharmaceutical companies in the AAI. In the two years since December 2005, the total number of patients in 
developing countries receiving treatment from the AAI companies had increased by 22 per cent. In Africa 
alone, over 665,600 patients are being treated with at least one ARV supplied by the AAI companies, an 
increase of 49 per cent over two years. This has resulted in an over 70-fold increase in the number of people 
being treated with medicines supplied by the AAI companies in Africa since the establishment of the AAI in 
May 2000.

Read more about how a GSK vaccine has contributed to the elimination of Hib mengingitis. 
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increase of 49 per cent over two years. This has resulted in an over 70-fold increase in the number of people 
being treated with medicines supplied by the AAI companies in Africa since the establishment of the AAI in 
May 2000.
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Pricing in middle-income countries

Middle-income countries (MICs), such as Brazil, China, Thailand and Indonesia, and some low-income 
countries such as India are more economically developed than the world
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Pricing in middle-income countries 

Our approach to pricing in middle-income markets is constantly evolving and ongoing pricing pilot 
programmes are informing this evolution. These comprise a mixture of long-established practices and new 
approaches. We intend to formalise and communicate on our pricing policies in middle-income countries 
during 2009.

Long-established practices 
Tiered pricing for vaccines

Our vaccines are available to 18 GAVI-eligible middle-income countries (MICs), including Indonesia, Sri 
Lanka and Cuba, at highly discounted prices. Many of our vaccines are also included in government 
vaccination programmes in middle-income countries. 

Preferential pricing for HIV/AIDS and malaria medicines

We negotiate preferential pricing arrangements for HIV/AIDS medicines and anti-malarials with middle-
income countries on a case-by-case basis. This is done bilaterally through dialogue with governments. We 
believe this approach is appropriate because the burden of disease and the resources available to address 
that burden vary significantly from country to country, and within countries. These arrangements combine a 
viable and sustainable commercial return for GSK with improved affordability for the healthcare systems 
concerned.

Novel approaches
We are developing a more flexible, responsive approach to accessing private and public sector markets in 
MICs. Our strategy focuses on the different socio-economic groups within individual MICs. 

It uses the standard classifications for socio-economic groups, the A group being the wealthiest section of 
society and E being the poorest. Typically, a company such as GSK makes a disproportionate share of its 
sales to people in the A/B group with sales tailing off quite sharply in the C/D group. Usually we will be unable 
to compete with low-cost generic medicines for sales to the E group. 

We believe the most productive way for us to align our commercial and accessibility goals is to make our 
products more readily available to the C/D segment of the market. This will free up more government funding 
for the poorest segment of the population. 

We are exploring options through projects including:

Tiered pricing models within as well as between countries, including those which enable products to be 
priced differently for the private and public health sectors 
Gauging the relationship between price and volume for selected products in targeted MICs. For example, 
we may be able to reduce the price of products where we have orders for a sufficiently high volume of 
products 
Local sourcing and manufacturing arrangements designed to address cost issues 

It is too early to draw definitive conclusions from these pilot projects and some results from the pilots are 
commercially sensitive. In the pilots investigating the relationship between price and volume, the volume 
targets were not achieved and the analysis was confounded by unexpected factors such as reduced 
demand for our diabetes medicine Avandia. However, it is clear that there are no simple or universal 
solutions. We have learned from the projects and will continue to investigate these approaches and establish 
further pilots where initial pilots have proved inconclusive. For example, we are exploring options such as 
within-country tiered pricing for vaccines.

It is clear that pricing decisions cannot be assessed in a vacuum and other factors, such as market 
dynamics including new product introductions and how competitors react to our price changes, have to be 
taken in to account. It is also evident that not every programme will be suitable for every middle-income 
country. These pilots are therefore helping to inform our approach in middle-income countries. We are 
confident that the more successful elements will be incorporated into our long-term commercial strategy and 
we plan to report more on this during 2009.

Cervarix price reduction 
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Our approach to pricing in middle-income markets is constantly evolving and ongoing pricing pilot 
programmes are informing this evolution. These comprise a mixture of long-established practices and new 
approaches. We intend to formalise and communicate on our pricing policies in middle-income countries 
during 2009.
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Tiered pricing for vaccines

Our vaccines are available to 18 GAVI-eligible middle-income countries (MICs), including Indonesia, Sri 
Lanka and Cuba, at highly discounted prices. Many of our vaccines are also included in government 
vaccination programmes in middle-income countries. 

Preferential pricing for HIV/AIDS and malaria medicines

We negotiate preferential pricing arrangements for HIV/AIDS medicines and anti-malarials with middle-
income countries on a case-by-case basis. This is done bilaterally through dialogue with governments. We 
believe this approach is appropriate because the burden of disease and the resources available to address 
that burden vary significantly from country to country, and within countries. These arrangements combine a 
viable and sustainable commercial return for GSK with improved affordability for the healthcare systems 
concerned.

Novel approaches
We are developing a more flexible, responsive approach to accessing private and public sector markets in 
MICs. Our strategy focuses on the different socio-economic groups within individual MICs. 

It uses the standard classifications for socio-economic groups, the A group being the wealthiest section of 
society and E being the poorest. Typically, a company such as GSK makes a disproportionate share of its 
sales to people in the A/B group with sales tailing off quite sharply in the C/D group. Usually we will be unable 
to compete with low-cost generic medicines for sales to the E group. 

We believe the most productive way for us to align our commercial and accessibility goals is to make our 
products more readily available to the C/D segment of the market. This will free up more government funding 
for the poorest segment of the population. 

We are exploring options through projects including:

Tiered pricing models within as well as between countries, including those which enable products to be 
priced differently for the private and public health sectors 
Gauging the relationship between price and volume for selected products in targeted MICs. For example, 
we may be able to reduce the price of products where we have orders for a sufficiently high volume of 
products 
Local sourcing and manufacturing arrangements designed to address cost issues 

It is too early to draw definitive conclusions from these pilot projects and some results from the pilots are 
commercially sensitive. In the pilots investigating the relationship between price and volume, the volume 
targets were not achieved and the analysis was confounded by unexpected factors such as reduced 
demand for our diabetes medicine Avandia. However, it is clear that there are no simple or universal 
solutions. We have learned from the projects and will continue to investigate these approaches and establish 
further pilots where initial pilots have proved inconclusive. For example, we are exploring options such as 
within-country tiered pricing for vaccines.

It is clear that pricing decisions cannot be assessed in a vacuum and other factors, such as market 
dynamics including new product introductions and how competitors react to our price changes, have to be 
taken in to account. It is also evident that not every programme will be suitable for every middle-income 
country. These pilots are therefore helping to inform our approach in middle-income countries. We are 
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Voluntary licensing

Voluntary licences are granted by patent holders to allow a generics company to manufacture and sell their 
products. Some people assume that generics are always cheaper than branded products and are seen by 
many as a key solution to the access crisis in the developing world. Pharmaceutical companies are under 
increasing pressure to grant licences. 

However, generics are not always cheaper and the success of a voluntary licence will depend on the right 
licensees being chosen. This is particularly true for the treatment of a chronic disease like HIV/AIDS, where 
the sustainable supply of good-quality anti-retrovirals (ARVs) is key.

We do not believe that voluntary licences are a universal solution to tackling HIV/AIDS or disease in general. 
In most cases local manufacture of ARVs will make little difference to their affordability and access to 
patients. This is a point endorsed by the WHO. This is because the real barriers to access are the lack of 
healthcare infrastructure and resources to pay for medicines regardless of where they come from.

However, funding from the World Bank and other international donors has meant that voluntary licences can 
have a role to play in efforts to tackle the HIV/AIDS epidemic in sub-Saharan Africa by helping to increase the 
availability of medicines and contribute to better security of supply. 

A decision to grant a voluntary licence depends on a number of factors including, in the case of HIV/AIDS, the 
severity of the epidemic in that country, local healthcare provision and the economic and manufacturing 
environment. 

We discuss voluntary licences with potential partners on a case-by-case basis. We need to be sure that the 
manufacturer can provide a long-term supply of good-quality medicines and will implement safeguards to 
prevent the diversion of medicines to wealthier markets. 

We continue to consider the role of voluntary licensing in helping to increase access to medicines in middle-
income countries without undermining our commercial business.

Compulsory licences
Compulsory licences are issued by governments and involve intellectual property rights being taken away 
from the rights holder. Compulsory licences are one of the flexibilities in the World Trade Organization
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Voluntary licensing

We granted our first voluntary licence (VL) in 2001 and have now negotiated eight licensing agreements for 
our ARVs in Africa. Some of our VLs cover individual countries or trade blocs while others cover all of sub-
Saharan Africa.

Update August 2009

In July 2009 we agreed a royalty free voluntary licence to enable Aspen to produce our ARV abacavir. 
This takes the total number of licensing agreements for ARVs in Africa to nine. The offer to grant licences 
for abacavir is open to all our licensees. 

In August 2007 we gave consent to enable a Canadian company, Apotex, to manufacture a generic fixed-
dose combination ARV, containing two molecules over which GSK has patent rights, for the treatment of 
HIV/AIDS in Rwanda.

This consent was granted under Canada
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Developed countries

Access to medicines is not only an issue for the developing world. Even in developed countries 
some patients cannot afford the medicines they need. 

This is a particular problem in the US where many people do not have health insurance and there is limited 
public health provision.

We have developed Patient Assistance Programs (PAPs) and discount savings cards in the US and we 
have introduced discount cards in some middle-income countries. 

Programmes in the US
Our Patient Assistance Programs (PAPs) and discount savings cards provide prescription medicines to 
uninsured patients in the US free or at minimal cost. GSK operates several programmes, including 
Commitment to Access, which covers cancer treatments, and Bridges to Access, which covers other 
medicines for outpatients. Patients are registered trough one phone call from a patient advocate and receive 
medicine at their local pharmacy or by mail order.

GSK Access provides extra help for low-income senior and disabled patients enrolled in Medicare Part D. 
This programme provides free medicines for eligible patients who have spent $600 or more on prescription 
medicines during the current year, and whose income is between 135 per cent and 250 per cent of the 
Federal Poverty Level. The Federal Poverty level is about $11,000 for a single person, $14,500 for a couple 
and $22,000 for a family of four. 

We are a member of Together Rx Access, an industry programme which gives uninsured US citizens 25 to 
40 per cent discounts on medicines from GSK and seven other pharmaceutical companies. The programme 
is open to people who earn up to four times the federal poverty level. Nearly two million Americans are 
enrolled in Together Rx Access.

We are also working with governments and employers in the US to find new ways to address the problem of 
chronic diseases while reducing healthcare costs

Discount cards in other countries
GSK has introduced discount cards in Lithuania and Ukraine to enable low-income patients with chronic 
diseases such as asthma to obtain prescription medicines at a discount price.
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In 2008, more than 415,000 patients received GSK medicines worth over 
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Pricing our medicines
Prices for newly approved medicines are determined on a country-by-country basis. 

In some countries, prices are negotiated directly with governments or other payers, for example sickness 
funds and private health insurers. In others, manufacturers are free to set their own prices subject to other 
kinds of government controls.

Pharmaceutical R&D is a lengthy and expensive process. To develop one successful medicine or vaccine it 
can take, on average, ten to twelve years and typically costs around $1.2 billion1. For every product that 
reaches the market, thousands do not make it through the research process.

We seek to ensure that the price of our new products reflects:

Their clinical value to patients in terms of improved therapy, better safety and fewer side effects 

The high risks associated with R&D 

The need for a fair return on investment 

Affordability for our customers 

Ultimately, national price regulation will often amount to a balancing act between managing public healthcare 
budgets, enabling patient access and rewarding innovation and R&D investment.

We sell our medicines to wholesalers and pharmacies, not directly to patients. These intermediaries often 
add their own price mark-ups to pharmaceutical products, and in addition duties and tariffs may be imposed 
on imported products. This affects the price paid by the end customer, for example national health services, 
hospitals and patients.

1. Tufts Center for the Study of Drug Development 
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Intellectual property
Intellectual property (IP) refers to creations of the human mind. There are laws in most countries 
to stop those creations being used by others. These include patents, copyrights and trademarks. 

At an international level, IP is protected through the World Trade Organization
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WTO and the TRIPS Agreement
Intellectual property (IP) rights are protected globally by the World Trade Organization
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Intellectual property rights in brief
Patents
A patent gives the inventor of a new product the exclusive rights to manufacture, use, sell or import that 
product or the process used to make it. These rights are granted for a set period, generally 20 years. The 
term of the patent runs during the lengthy research and development (R&D) period, and often only five to 
eight years of the patent remains once a product is marketed. Some countries have extended the patent 
term to compensate for the long R&D process.

Patents are granted on the condition that the inventor publishes a full description of the invention, which 
would allow someone else to manufacture the product. This helps to build scientific understanding and 
encourage further research and innovation. 

Trademarks
A trademark is a brand name, word, phrase, symbol or design, or a combination of these, that identifies and 
distinguishes a product or company. The owner of a trademark can prevent its use by a third party.

Trademarks enable our customers to tell our products from those of our competitors and provide 
reassurance of quality and the origin of the product. They are therefore a vital part of our marketing.

Data exclusivity
Before we can sell a new product we must prove that it is effective and safe to use. All our products are 
rigorously tested through clinical trials and other medical research. The results of this research are 
submitted to governments on a confidential basis. 

Data exclusivity means that governments cannot use or disclose these data for a fixed period. This ensures 
that other companies cannot benefit from our research for free - for example to demonstrate the safety and 
efficacy of generic copies of our products. 

In the interest of facilitating timely market access and the need to avoid repetitive animal testing and human 
clinical trials, competitors may refer to our data after expiration of the period of exclusivity.
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The future
Increasing access to medicines is a global challenge. 

While encouraging progress has been made in some areas, significant problems remain and new issues are 
likely to emerge. For example:

The continued need for a significant scale-up of treatment for HIV/AIDS in sub-Saharan Africa, in resource-
poor settings 

A potential global flu pandemic 

The healthcare needs of poor people in middle-income countries 

The growing impact of non-communicable diseases such as diabetes in poor and rich countries 

The death of 2.5 million children each year from vaccine-preventable diseases 

In 2009 we will implement programmes in a number of areas to help address these challenges:

Intellectual property 
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Response to assurance recommendations
Bureau Veritas assured the Access to medicines section of our CR Report 2007 (see details on 
pages 49-50) and made recommendations for how we could improve our reporting on access to 
medicines in four key areas. 

Below we report these challenges and how we have responded: 

1. Vision 
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Case studies
Potential malaria vaccine
Malaria kills more than one million people a year worldwide and makes millions more sick, most of them 
children living in sub-Saharan Africa. The international community urgently needs a safe and effective 
vaccine to control the disease. A vaccine, even with a partially effective profile, is a necessary component of 
a comprehensive malaria control programme and could potentially save hundreds of thousands of lives a 
year.

Our malaria vaccine candidate RTS,S is the most clinically advanced malaria vaccine candidate in the world. 
Since its discovery by GSK scientists in 1981, GSK has invested over $300 million of its own resources in 
progressing RTS,S to phase lll trials. A full set of clinical trials for a successful vaccine candidate can take 10 
to 12 years, involve 50,000 to 100,000 volunteers, and cost $500 million or more. Few vaccine candidates 
survive this rigorous process, which is one reason why pharmaceutical research and development is so 
expensive. Creating a malaria vaccine for young children and pregnant women - one of the most important 
vaccine-development challenges today - is no exception. 

In January 2001, GSK and MVI (PATH Malaria Vaccine Initiative), with support from the Bill & Melinda Gates 
Foundation, entered into a public-private partnership to develop an RTS,S-based vaccine for infants and 
children living in malaria endemic regions in sub-Saharan Africa. The clinical development of RTS,S is 
conducted by the Clinical Trial Partnership Committee, a collaboration of leading African research institutes, 
Northern academic partners, MVI and GSK with support from the Malaria Clinical Trial Alliance. To date, GSK 
has invested over $300 million of its own resources to develop the vaccine.

In December 2008, the New England Journal of Medicine published results of two separate studies 
demonstrating that the malaria vaccine candidate provides both infants and children with significant 
protection against malaria. In infants, data showed for the first time that the vaccine candidate can be 
administered as part of existing African immunisation programmes1. In children aged five to seventeen 
months, the candidate RTS,S/AS01 reduced the risk of clinical episodes by 53 per cent over an eight-month 
follow-up period2. 

RTS,S is now entering pivotal phase lll studies, which will be the world
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We are committed to focusing on the patient in everything that we do. Our R&D pipeline is 
central to our ability to meet patients
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Emerging technologies
Research capabilities are expanding through the development of technologies related to areas of 
research such as stem cell and genetic research.

These advances are helping to expand the boundaries of scientific understanding. These technologies hold 
out hope for new ways to treat serious diseases as well as better ways to evaluate the risks and benefits of 
the medicines we develop. For example, advances in genetic research are beginning to enable identification 
of patients who are more likely to experience a side effect from a medicine. We use emerging technologies 
in our research and we are involved in collaborative research on these technologies. 

We recognise that research using these emerging technologies can give rise to ethical concerns.

Here we outline our involvement and approach to:

The use of cloning technologies 

The use of stem cells 

Genetic research 

Collaborative research on emerging technologies 

Use of transgenic animals 

Home Responsibility Research practices Emerging technologies 
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Cloning technologies and stem cell research
Cloning technologies
GSK uses cloning technologies to replicate molecules and cells for research. These technologies have 
provided better ways to evaluate compounds, enabling greater insight into the risks and benefits of potential 
medicines and helping to create better medicines for patients. This technology is a fundamental component 
of medicine discovery and development.

GSK does not clone animals. We do not use cloning technologies with the intention of reproducing entire 
human beings and we do not see a medical or research case for doing so.

Read our position statement on cloning technologies and stem cell research.

Stem cell research
We recognise the importance of being clear about our approach to stem cell research and the standards we 
apply in this area of research. 

We updated and published our approach to stem cell research in 2008. It sets out the standards we apply 
when using stem cells, including when using embryonic and foetal stem cells.

In 2008, we began a five-year collaboration with the Harvard Stem Cell Institute (HSCI). This includes a $25 
million investment to support research at Harvard University and a number of affiliated hospitals in the areas 
of neuroscience, heart disease, cancer, diabetes, musculoskeletal diseases and obesity. The collaboration 
is overseen by a joint steering committee made up of HSCI and GSK scientists and managers. 

We are also a founding member of the Stem Cells for Safer Medicine (SCSM) initiative in the UK. SCSM 
aims to develop a bank of human cell lines to be used in early medicine discovery. This will provide early 
identification and elimination of potential toxicity issues before clinical testing. A number of public sector 
organisations are contributing to the initiative including the Department of Health, the Department for 
Innovation, Universities and Skills, the Scottish Government, the Medical Research Council and the 
Biotechnology and Biological Sciences Research Council. An independent ethics review board is being 
established to review the SCSM ethics policy.

Read more about how we are collaborating in research on emerging technologies. 
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Genetic research
Genetic variation underpins many aspects of human health, such as why some people get certain diseases 
while others do not, at what age diseases manifest themselves and how fast they progress. In the last year, 
more genes have been identified for common human diseases than in the cumulative history of genetics 
research. Diseases for which genetic risk factors have been identified include diabetes, heart disease, 
obesity, several cancers, asthma and a number of autoimmune disorders. GSK researchers have led or 
contributed substantially to several of these findings. These discoveries, and others to come, offer promise 
for the development of innovative new medicines. 

Individual differences in genes also affect how people respond to medicines. Differences in genes can 
explain why some patients experience adverse responses to certain medicines while others enjoy benefits 
without such effects; why some individuals require greater doses of medicines than others to achieve the 
same level of efficacy; and why some groups of individuals respond well to treatment while others do not. 
GSK scientists are using emerging genetic information to study how medicines can be differentiated to suit 
groups of patients with different genetic characteristics. 

Successful genetics research requires close collaboration between organisations with different areas of 
expertise. We are engaged in a number of research projects involving academic partners, regulatory 
agencies and other pharmaceutical companies. Read about our involvement with the Serious Adverse 
Events Consortium (SAEC) collaboration. 

We recognise that people have concerns about some of the applications and standards of genetic research. 
We aim to address these concerns by being transparent about how and why we conduct genetic research. 
Any genetic analysis during GSK clinical trials is only undertaken after seeking and obtaining informed 
consent from the patient. This procedure includes providing information on the purpose and scope of the 
research and who has access to the genetic research data.

We believe that the pharmaceutical industry shares responsibility with governments for helping to identify and 
develop policy on genetic research. We refer to guidance from national and international groups to inform our 
genetic research activities such as the European Medicines Evaluation Agency, the US Food and Drug 
Administration and the Council for International Organisations of Medical Sciences. 
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Collaborative research on emerging technologies
New scientific knowledge and technologies can be developed for application to medicine discovery and 
development through collaborative research that combines resources, expertise and know-how from several 
partners. The benefit of this research is often realised by making the results widely available to the research 
community.

For example, we are an active participant in the Innovative Medicines Initiative (IMI) a public-private 
partnership set up by the European Commission and the pharmaceutical industry through the European 
Federation of Pharmaceutical Industries and Associations (EFPIA). The IMI will support and stimulate 
collaborative research in Europe involving pharmaceutical companies, smaller bioscience companies, 
academia, regulators and patient groups with the aim of removing barriers to the discovery and development 
of new medicines. 

Read more about our investment in R&D and new technologies. 

More on our partnerships and academic collaborations. 
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Animal research

Animal studies remain a small but vital part of our research.They are the only method that can demonstrate 
the effects of a potential new medicine in a living body before it is used in humans. In addition, research in 
animals can provide vital information about the causes of diseases and how diseases may develop.

Safety regulations require us to test all new medicines on animals before they are tested in clinical trials 
using humans. Most vaccines have to be tested on animals each time a new batch is produced.

Our non-medicinal Consumer Health products or ingredients, for example dietary supplements, are not 
tested on animals unless there is a specific demand from a regulatory authority or if we determine that a 
study is needed to support safe use. GSK does not conduct animal testing on our Nutritional Healthcare 
products or products classified as cosmetics, for example toothpastes marketed in the European Union.

When animals are necessary for our research, we are committed to acting ethically, providing for the 
animals
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Animal research 

The 3Rs
The great apes family comprises gorillas, chimpanzees, orangutans and bonobos. One species of ape, Pan 
troglodytes, also known as the 
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Human tissue research
Research using human tissue or human biological samples is fundamental to the discovery, 
development and safety monitoring of GSK medicines.

It is vital that this research is conducted in a manner that respects the rights of research participants and 
meets legal and ethical obligations. 

The UK Human Tissue Act 2004 makes consent the fundamental legal requirement for the collection, use 
and storage of human tissue in the UK. This was introduced in 2004 following events at Alder Hey Hospital 
and Bristol Royal Infirmary where human tissue was taken, used and stored without consent. 

In 2008, we introduced a policy which applies the principles of the UK Human Tissue Act on a global basis for 
research conducted, sponsored, supported or funded by GSK. This will ensure that the stringent ethical 
requirements of the UK law are applied wherever research is conducted using human biological samples. 

Home Responsibility Research practices Human tissue research 
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Medical governance
GSK is committed to the highest standards of ethical medical practice. This supports our mission 
to improve the quality of human life by enabling people to do more, feel better and live longer. 

Medical governance at GSK is the system of principles, policies and accountabilities that ensures we apply 
generally recognised principles of good medical science, medical integrity, ethics and standards. It provides 
a framework to embed the following principles:

Patient safety is the fundamental operating principle for GSK ahead of commercial or other interests 

Our clinical research is conducted in an objective, scientific and ethical manner which protects and informs 
patients 

Promotional practices and the information we provide on our products is ethical, accurate and balanced so 
that our medicines are used appropriately to benefit and minimise the risks for patientss 

Medical governance across GSK encompasses the principles,  
policies and accountabilities of three areas: 

 

We have a framework for medical governance across all our businesses and our Chief Medical Officer (the 
most senior physician at GSK) has responsibility and authority for establishing an effective medical 
governance system. Our Corporate Executive Team members are responsible for the performance of, and 
compliance with this system within their areas of responsibility.

Our Medical Governance Executive Committee establishes policy for medical governance, subject to 
approval from the Corporate Executive Team. It also ensures that our medical governance systems are 
operating effectively. Regional medical directors together with their regional presidents and the 
country/territory medical directors, ensure our policies and systems for medical governance are understood 
and complied with in the countries for which they have responsibility.

Read about our patient safety governance framework. 

Home Responsibility Research practices Medical governance 
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Clinical research
We carry out a series of clinical trials to evaluate investigational medicines for their potential to become new 
medicines. The effect of the potential medicine will often be compared against marketed medicines or in 
some cases an inactive substance (a placebo). Successful clinical trial programmes usually have three or 
four phases, and safety is evaluated throughout the clinical trials process.

We have rigorous procedures and assurance processes to ensure our clinical trials of our medicines are 
conducted according to the Good Clinical Practice (GCP) guidelines developed by the International 
Conference on Harmonisation (ICH) and the principles contained in the World Medical Association 
Declaration of Helsinki on the 
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Planning and approval
A protocol is developed for each clinical trial. Protocols set out the purpose of the research and explain how 
the trial will be conducted and the results analysed 
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Informed consent
Informed consent means that a potential clinical trial participant voluntarily confirms their willingness to 
participate after being informed of aspects of the trial that are relevant to their decision to participate. It is 
documented by means of a written, signed and dated informed consent form. 

Informed consent for a clinical trial involves more than just reading and signing a consent form. There are 
two essential elements; a process to communicate the information and answer any questions, and signed 
documentation.

The informed consent information is written and communicated in a non-technical style so that a lay person 
can understand it. It includes a summary of the clinical trial (including its purpose, the treatment procedures 
and schedule, potential risks and benefits, alternatives to participation and provisions for data protection) and 
explains participants' rights (including voluntary participation and the right to end participation). 

Researchers and health professionals know that a written document alone may not ensure that someone 
understands what participation means. Therefore, the research team discusses with the person the trial's 
purpose, procedures, risks and potential benefits, and the participants' rights. If the person decides to 
participate, the team will continue to update them on any new information that may affect their willingness to 
continue in the trial. Before, during and even after the trial, the person is given opportunities to ask questions 
and raise concerns. Thus, informed consent is an ongoing and interactive process. 

There may be special cases where obtaining someone
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Post-trial treatment 
In general, we are not responsible for the funding of nationally licensed medicines after a trial, because this is 
the responsibility of governments and other providers as part of national healthcare systems. 

However, before beginning trials in diseases or conditions that will continue after the completion of the trial 
we must be assured that the healthcare system is able to provide, and will take responsibility for, the 
continued care of patients. In exceptional circumstances nationally licensed medicines may be funded by 
GSK after the trial so that they can be made available to trial participants who derived a measurable medical 
benefit. We will continue to fund the medicine until it is funded through the normal healthcare infrastructure or 
the patient no longer derives a medical benefit. 

There may be circumstances when there is a compelling medical rationale for patients to continue to receive 
an investigational medicine after the clinical trial. In this case, post-trial treatment may be provided in a 
clinical trial or through expanded access programmes which enable appropriate oversight and reporting of 
adverse events. In these circumstances, GSK will fund the investigational medicine for as long as the patient 
benefits from it or until the compound is approved and licensed in that country.

Read more in our public policy on Clinical trials in the developing world

Home Responsibility Research practices Clinical research Post-trial treatment 
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Clinical trials in the developing world
All GSK clinical trials, wherever they are carried out, are conducted to the same high standard.

GSK does not conduct clinical trials in countries when we know at the outset that there is no intent to pursue 
registration and make the product available for use in that country.

Additional steps may be needed to ensure that trials in some of the least developed countries are conducted 
according to the Good Clinical Practice (GCP) guidelines. For example, matching the objectives of informed 
consent to local culture may be necessary, for instance by involving local leaders and/or family members.

In some circumstances capacity may be provided to help develop a certain skill or competence, or for 
general upgrading of performance ability, which will facilitate the prospective conduct of clinical research 
activity not only for GSK but also the broader community. 

Read more about post-trial treatment.  

Read our position statement on clinical trials in the developing world. 

Home Responsibility Research practices Clinical research
Clinical trials in the developing world 
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Public disclosure of clinical research

Pharmaceutical companies are legally required to disclose all relevant data from clinical trials to 
the appropriate regulatory authorities when seeking approval for a new medicine.

After approval, sponsors have a continuing obligation to provide regulatory authorities with updated safety 
information from clinical trials. Read more about patient safety 

Safety and efficacy information is provided to doctors through prescribing information which is approved by 
regulators.

Public disclosure of our research is fundamental to advancing medical science and informing prescribers 
and patients about scientific findings relating to our medicines. Our Clinical Trial Register was launched in 
2004 and is designed to supplement prescribing information and publications in the scientific literature. It 
contains data relating to marketed medicines and serves as a resource for researchers, medical 
professionals and the public to use alongside locally approved prescribing information. An improved Clinical 
Study Register, launched in 2008, has replaced the previous Register and now also includes protocol 
summaries and enhanced searching capabilities. Read a case study on how the new register is helping to 
improve access to clinical trials information.

Read our position statement on disclosure of clinical trial information
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Public disclosure of clinical research

At the end of 2008 there were protocol summaries of all GSK actively recruiting clinical trials on 
ClinicalTrials.gov, 180 in total. This is a registry of clinical trials conducted around the world and provides 
information about a trial's purpose, who may participate, locations and contact details for more information.

At the end of 2008 there were 3,273 clinical trial summaries on our Clinical Study Register. This includes 
clinical trials of our major marketed products which have been completed since the formation of GSK in 
2000, or that were completed before this and are likely to inform medical judgement.

Our objective is to disclose the trial results summaries for all new products on our Register within 12 months 
of the product reaching the market. We aim to disclose the results of trials completed after a product is 
approved for marketing within one year of trial completion. We met this objective in 2008.

Update August 2009

An internal audit has subsequently shown that during 2008 the results of a small number of trials were 
not posted to the Register within 12 months of the product reaching the market. Following the audit the 
results of these studies were posted to the Register in July
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Patient safety
Ensuring the safety of our medicines and medical devices is critically important for the health 
and wellbeing of patients and the success of our business. 

All medicines have potential risks as well as benefits, although not everyone who takes a medicine will 
experience side effects. It is important that we identify, evaluate and minimise safety concerns to ensure that 
the overall benefits of a medicine outweigh any risks.

We strive to serve patient interest by promptly detecting potential safety issues with our products and 
communicating with regulators so that appropriate decisions can be made and actions taken. 

Product safety is assessed in clinical trials before a product can be approved for marketing. Sometimes 
adverse events (potential safety issues) occur after approval when a product is being used by large numbers 
of patients. We have policies and a governance framework in place to help us detect and act on any adverse 
events. We have a dedicated team of scientists and healthcare professionals across the world which 
monitors and communicates safety issues to regulatory authorities.

We are also investing in genetic research to help predict how individual patients respond to a medicine. In the 
future this will help healthcare providers prescribe safer and more effective medicines.

Read about our patient safety governance framework and how we collect and report safety data. 

Home Responsibility Research practices Patient safety 
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Patient safety governance framework
We have a Global Safety Board (GSB) which makes decisions on product safety issues. The Board is led by 
the Chief Medical Officer and composed of senior physicians and scientists. Its role is to:

Oversee the safety of all investigational and marketed medicines 
Approve the first administration of investigational medicines to humans 
Define the doses and duration of treatments that are considered safe 
Approve the progression of investigational medicines into pivotal trials (these are trials which provide the 
primary data on which regulatory approval is based) 
Assess any issues related to patient safety that arise during product development or marketing 

Three of our central departments are responsible for recording, investigating and evaluating adverse events 
and reporting them to the relevant regulatory authorities, for example the US Food and Drug Administration 
(FDA) or the European Medicines Evaluation Agency (EMEA):

Global Clinical Safety and Pharmacovigilance team (GCSP), part of GSK Research & Development, 
responsible for the safety evaluation of all our pharmaceuticals and devices 
GSK Biologicals Clinical Safety and Pharmacovigilance department, part of our vaccines business, 
responsible for the safety evaluation of GSK vaccines 
Consumer Healthcare Product Safety group, part of our consumer healthcare business, responsible for the 
safety evaluation of consumer healthcare products 
We require that all GSK staff immediately report any issues relating to the safety or quality of our 
medicines. Read more about our expectations in our Employee Guide for Business Conduct. 

Read about our medical governance. 

Benefit-risk management

We assess the balance between the benefits and risks of a particular medicine throughout its lifecycle 
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Collecting and reporting safety data
We receive information on adverse events from several sources, including:

Unsolicited reports from health professionals and patients 

Post-marketing trials or observational studies 

Investigators who submit clinical study reports 

Regulatory authorities 

Medical and scientific literature 

Newspapers and other media 

Each GSK employee is responsible for reporting any adverse event they become aware of. Any adverse 
events that occur are recorded on our global safety database and clinical trial database and are investigated 
by our clinical and pharmacovigilance teams. We report potential safety issues to regulatory authorities on a 
regular basis.

Each country manager is responsible for ensuring the collection of safety information and reporting this to the 
relevant central safety department and to the local regulatory authority. During 2008, as part of our 2008 
Management Certification process, over 14,000 managers acknowledged their compliance with our policy on 
Adverse Event Reporting which specifies that each GSK employee is responsible for reporting any adverse 
event they become aware of during the conduct of their work. We have added an Adverse Event Reporting 
button to the front page of myGSK, our intranet site, to make it easier for employees to report any adverse 
event they may learn about. 

Regulators in some countries are also publishing information on adverse events on the internet. For 
example, data for products marketed in the UK are available via the Medicines and Healthcare products 
Regulatory Agency. Some safety data are also available in Canada, while in the US the Food and Drug 
Administration has made the information in its database more accessible to the public by publishing a 
quarterly report of potential safety issues that it is investigating further.

In 2008, research on our diabetes product Avandia continued and a new, FDA required, cardiovascular 
outcome study was designed and will be initiated in 2009. There was also a combined FDA Advisory 
Committee review of respiratory products containing long-acting beta2 agonists. 

Read more on the questions raised about Avandia.

Read more on questions about the safety of our products containing long-acting beta2 agonists.

Read about our medical governance. 

Read our position statement on Pharmacovigilance
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Responding to questions about Avandia
Avandia is our leading treatment for type 2 diabetes. In 2007, a meta-analysis published in the New England 
Journal of Medicine1 and GSK

Page 129 of 336



 

 

Corporate Responsibility Report 2008

Responding to questions about Avandia
Avandia is our leading treatment for type 2 diabetes. In 2007, a meta-analysis published in the New England 
Journal of Medicine1 and GSK

Page 130 of 336



 

 

Corporate Responsibility Report 2008

Responding to questions about Avandia
Avandia is our leading treatment for type 2 diabetes. In 2007, a meta-analysis published in the New England 
Journal of Medicine1 and GSK

 

 

Corporate Responsibility Report 2008

Questions about the safety of our products containing 
long-acting beta2 agonists
Long-acting beta2 agonists, known as LABAs, are daily controller medicines that relieve and help prevent 
airway constriction. Airway constriction is one of the two main components of asthma. LABAs do not treat 
the other main component of asthma 
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Performance
We have continued to improve our patient safety systems, safety databases and monitoring processes. 
Examples from 2008 include:

Established two more Clinical Toxicities Strategy Panels (comprising internal and external experts) to 
provide expert safety input throughout the medicine development process. We now have expert panels in 
four areas: cardiovascular, hepatic, renal and haematological 

Implemented a clinical trials signal detection (CTSD) tool for review of completed study data, in partnership 
with Lincoln Technologies. This has enhanced our ability to identify and explore safety signals in our clinical 
trials. The system won a BIO IT award 

Launched a prototype for our Molecular Clinical Safety Programme (MCSP). MCSP is a tool that seeks to 
better inform decision-making in medicine development by integrating chemistry, pre-clinical and human 
safety data and enabling us to look for patterns across the different types of safety information. In October 
2008 the GSK team won the Wall Street Journal Technology Innovation Award for Healthcare IT for 
developing this system. The entry was selected by an independent panel of judges, who reviewed more 
than 700 applications for the awards 

Working with others
We work with government officials, industry partners and policy makers in efforts to build an enhanced safety 
system. For example GSK is the industry lead in the benefit-risk project consortium of the European 
Commission
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Maintaining the confidentiality of research participants
It is vital that medical information collected during research is protected to maintain the 
confidentiality of participants. We have rigorous procedures to control the use of research data.

Our research activities are conducted according to fundamental ethical and legal principles, including 
consent and ethics committee approval. We use a variety of procedures to protect the confidentiality of 
research participants
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Working with healthcare professionals
Our policies governing interactions between GSK R&D staff and healthcare practitioners require that: 
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Training and auditing

Training for clinical trials
All employees involved in designing, conducting, recording and reporting GSK-sponsored clinical research 
studies are trained in the Good Clinical Practice (GCP) guidelines developed by the International Conference 
on Harmonisation (ICH). Employees must have completed the required training before undertaking these 
roles. 

We keep detailed training records which are routinely requested by regulatory authorities when undertaking 
an inspection of GSK clinical research trials.

Auditing for clinical trials
GSK
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Case studies
Focus on the Patient programme
Our Focus on the Patient programme helps our R&D employees understand patient needs and inspires 
them to do more to help improve the lives of patients.

In 2008 we held 12 seminars where patients visited GSK sites to help our R&D employees understand the 
realities of living with their illness. The seminars included discussions on breast cancer, cystic fibrosis, 
HIV/AIDS, inflammatory bowel disease, schizophrenia, epilepsy, meningitis, hepatitis C, pulmonary 
hypertension, idiopathic pulmonary fibrosis and migraine headaches. There were over 4,640 attendees at 
these seminars. 

We have also held lunchtime sessions to develop ideas and actions. One session prompted the organisation 
of a seminar at our site in Verona, Italy, providing insight for local scientists developing medicines for sleep 
disorders and depression. Another idea led to 
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Q&As
Here we respond to questions raised by our stakeholders.

How are you assured that the risks for healthy volunteers who take experimental medicines for the 
first time are minimised?

Before a clinical trial can take place, a new compound must undergo a series of stringent laboratory tests. 
These tests involve the use of animals and human tissue to predict the effects of an investigational medicine 
in the human body, including any potential side effects. On the basis of the predictions we establish dosing 
levels with a sufficient margin of safety and/or appropriate monitoring procedures.

The 
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Ethical conduct
We are committed to creating a strong ethical culture at GSK. 

We do this by putting the appropriate policies in place, recruiting the right people and equipping them with 
tools to make ethical decisions. Putting patients first is the core principle of being an ethical pharmaceutical 
company. Profit without principle is short lived.

Failure to uphold high standards of ethical conduct carries significant business risk:

Erosion of trust in GSK and our products including among regulators, doctors and patients 

Fines and litigation resulting in serious financial or legal consequences 

Damage to GSK
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Code of Conduct and business ethics
Code of Conduct
The GSK Code of Conduct sets out the standards we expect from our employees and contractors. It 
contains the following key requirements:

Conduct business with honesty and integrity and in a professional manner that protects GSK

Page 143 of 336



 

 

Corporate Responsibility Report 2008

Code of Conduct and business ethics
Code of Conduct
The GSK Code of Conduct sets out the standards we expect from our employees and contractors. It 
contains the following key requirements:

Conduct business with honesty and integrity and in a professional manner that protects GSK

Page 144 of 336



 

 

Corporate Responsibility Report 2008

Code of Conduct and business ethics
Code of Conduct
The GSK Code of Conduct sets out the standards we expect from our employees and contractors. It 
contains the following key requirements:

Conduct business with honesty and integrity and in a professional manner that protects GSK

 

 

Corporate Responsibility Report 2008

Marketing ethics
We market our prescription medicines and vaccines to doctors, hospitals and governments. 

In some countries, such as the US, we also advertise medicines directly to consumers. Our specialist sales 
representatives meet regularly with doctors and pharmacists to inform them about our medicines and their 
approved uses.

We believe that sales representatives play an important role in providing up-to-date information to doctors on 
our products and their benefits and risks to patients. However, we recognise that the marketing of 
pharmaceutical products raises some challenging issues.

In particular, some people are concerned that marketing by pharmaceutical companies exerts undue 
influence on doctors, that sales representatives do not always give doctors full information about potential 
side-effects, or that promotion of unapproved uses of medicines may be occurring. Our regional marketing 
codes forbid these practices and other unethical conduct. We provide regular training so that our sales 
teams understand these codes and we conduct monitoring to assess compliance.

Marketing Codes of Practice
The sale and promotion of pharmaceutical products is highly regulated by governments and medical 
agencies. We have developed marketing codes and policies and provide training for sales representatives to 
ensure that they understand how to behave ethically and comply with the law. In many countries our codes 
and policies go beyond legal requirements.

Our products are sold in more than 150 countries around the world. The first priority with any product in any 
country is patient safety. We have systems and processes to collect, analyse and report safety concerns 
about our products.

Our marketing codes of practice apply to all employees and agents. They commit us to promotional 
practices that are ethical, responsible, principled and patient-centred. They prohibit kickbacks, bribery or 
other inducements to doctors, and any promotion for unapproved uses of our medicines.

These company policies are supported by regional marketing practices codes which apply the same 
standards but reflect differences in market structures, national healthcare systems and regulations.

A new US PhRMA Code on interactions with healthcare professionals (HCPs) came into effect in January 
2009 and we have fully aligned our sales and marketing practices to the requirements of the Code. In some 
cases, GSK has gone beyond the requirements of the Code, including phasing in a prohibition on giving non-
educational items in the US, and reinforcing a $150,000 cap on payments made to an individual US-based 
HCP working as a consultant to the company, for example by participating in an advisory board or speaking 
at GSK-sponsored meetings. Our updated Commercial Practice Policies (CPPs) will be available in the first 
quarter of 2009.

GSK is initiating a review of all internal, regional codes relating to the sales and promotion of our 
pharmaceutical products. Through this review, we intend to align, where legally and culturally appropriate, 
GSK
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Relationships with healthcare professionals

As well as our marketing codes we have detailed policies and monitoring systems governing our relationship 
with healthcare professionals in the following areas: 

Medical education programmes 
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Relationships with healthcare professionals

United States
We make payments to healthcare professionals for consultancy work such as participating on an advisory 
board or speaking at GSK-sponsored meetings. The majority of our US HCP consultants receive fees that 
total less than $10,000 per year. However, in 2009 we reinforced a cap on payments to HCPs in the US of 
$150,000 a year for an individual physician.

It is in our interest that the physicians we work with do not receive excessive funding from GSK. This 
ensures that their work for GSK does not detract from the time they spend with patients or conducting 
research, which could reduce their professional credibility and their value to GSK as sources of current 
medical expertise.

Europe
In 2008, we changed our European code of practice on interactions with healthcare professionals in 
response to a new Code of Promotion published by the European Federation of Pharmaceutical Industries 
and Associations. We made the following changes and refinements to our code:

Use of consultants 
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Direct-to-consumer advertising

In the US it is legal to advertise prescription medicines to consumers through TV and print advertisements. 
This is known as direct-to-consumer (DTC) advertising. 

New Zealand, Bangladesh and Korea also allow limited DTC advertising. DTC advertising of prescription 
medicines is not permitted in other markets.

Promoting the use of prescription medicines directly to consumers can raise concerns. Critics believe that it 
encourages people to request unnecessary treatment, adding to the burden on healthcare systems.

We believe that responsible pharmaceutical advertising is a useful source of health information for patients. It 
helps to increase knowledge of conditions and educates patients about treatment options. In countries such 
as the US where DTC advertising is common industry practice, we would be at a competitive disadvantage if 
we did not promote our products in this way.

Patients must still consult with their physicians about their condition, the appropriateness of a prescription 
medicine and obtain his or her consent before receiving such medicines.

Prescription medicines in the US
Our DTC Communications policy is based on the PhRMA Guiding Principles: Direct to Consumer 
Advertisements About Prescription Medicines.

We have a detailed approval process for DTC advertising, which includes review by legal, regulatory and 
medical specialists as appropriate. All US marketing employees have received training on our DTC policy.

All DTC television advertisements, including audio and visual components, are submitted to the US Food and 
Drug Administration (FDA) for review at least 30 days in advance of broadcast.

Members of the public and healthcare professionals can send comments or complaints on DTC advertising 
to PhRMA
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Direct-to-consumer advertising

In 2008 no problems with GSK US DTC advertising were identified by the FDA nor did we receive any 
comments from the PhRMA Office of Accountability relating to GSK DTC print advertisements.

In February 2009 GSK received a letter from the US Food and Drug Administration Division of Drug 
Marketing, Advertising, and Communications saying that a television advertisement presented a misleading 
suggestion of superiority to other drug therapies and overstated the efficacy of GSK
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Training and awareness
Training and awareness programmes help employees understand the importance of ethical 
conduct and to apply our policies in practice.

New employees in the UK and the US complete induction training on our Code of Conduct, which is available 
on our intranet site. Our annual management certification programme requires managers to confirm that they 
comply with our ethics policies. The programme covers over 14,000 managers worldwide. 

Managers can access three e-Learning modules on ethical leadership. Specialised training is provided for 
employees working in R&D, manufacturing and sales and marketing, where there are additional regulatory 
requirements.

Our corporate ethics and compliance intranet contains links to all company policies, ethics and compliance 
training for new recruits, an ethical decision-making model, an ethics quiz, contact details for compliance 
officers and the free phone numbers for our Global Confidential Reporting line. As well as this phone line 
which is available in over 25 languages and can be used for reporting any concerns employees may have 
relating to compliance with our policies and the Code of Conduct, we also have an Integrity Helpline based in 
the US. This provides advice to callers, from both within and outside the company, on Code of Conduct 
issues, as well as being a reporting channel.

Training for employees working in sales and marketing includes:

Induction training and testing on our marketing code of practice 

Detailed training for sales representatives on the medicines they promote and the diseases they are 
designed to treat 

Regular refresher courses held at least once a year 

Regular management updates in Europe, Emerging Markets and Asia Pacific and the US on the types of 
unethical conduct detected and disciplinary actions taken 

Ethics training in practice

Ethics training helps employees make the right decisions and apply our policies in practice. For example, 
new employees are encouraged to ask themselves the following questions before making a decision:

Is it legal and ethical? 
Is it consistent with GSK policy and the Code of Conduct? 
Is it consistent with GSK
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comply with our ethics policies. The programme covers over 14,000 managers worldwide. 

Managers can access three e-Learning modules on ethical leadership. Specialised training is provided for 
employees working in R&D, manufacturing and sales and marketing, where there are additional regulatory 
requirements.

Our corporate ethics and compliance intranet contains links to all company policies, ethics and compliance 
training for new recruits, an ethical decision-making model, an ethics quiz, contact details for compliance 
officers and the free phone numbers for our Global Confidential Reporting line. As well as this phone line 
which is available in over 25 languages and can be used for reporting any concerns employees may have 
relating to compliance with our policies and the Code of Conduct, we also have an Integrity Helpline based in 
the US. This provides advice to callers, from both within and outside the company, on Code of Conduct 
issues, as well as being a reporting channel.

Training for employees working in sales and marketing includes:

Induction training and testing on our marketing code of practice 

Detailed training for sales representatives on the medicines they promote and the diseases they are 
designed to treat 

Regular refresher courses held at least once a year 

Regular management updates in Europe, Emerging Markets and Asia Pacific and the US on the types of 
unethical conduct detected and disciplinary actions taken 

Ethics training in practice

Ethics training helps employees make the right decisions and apply our policies in practice. For example, 
new employees are encouraged to ask themselves the following questions before making a decision:

Is it legal and ethical? 
Is it consistent with GSK policy and the Code of Conduct? 
Is it consistent with GSK
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Leading by example
Our senior managers are expected to lead by example by complying with company policies and 
by supporting their staff to do the same. 

This is reinforced annually by a formal 
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Performance and plans
Global
GSK intends that ethics and integrity are a part of all that we do; therefore, the following key ethics and 
integrity principles and messages are provided to our business training groups across the company for 
integration into regular training courses: 

GSK has an unwavering commitment to conducting business with integrity and in full compliance with the 
law 

Every GSK employee is personally and professionally responsible for helping GSK maintain its 
organisational integrity and good reputation. 

Profits without principles are short lived 

When faced with difficult ethical situations, reference the ethical decision-making model. 
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Monitoring and compliance

All our managers are accountable for managing risks of non-compliance with our policies in their areas of 
responsibility. They are overseen by and can seek advice from our corporate ethics and compliance 
department that promotes effective compliance programmes, addresses compliance issues, and reports 
problems and progress to senior management and the Board.

We have a dedicated compliance officer for each of our business units: R&D, Manufacturing, Vaccines, 
Pharma Europe, Pharmaceuticals Emerging Markets, Pharmaceuticals Asia Pacific and Japan, Consumer 
Healthcare, Corporate, US Pharmaceuticals, and additional compliance representatives in some markets.

Compliance officers are senior managers with direct access to the leadership teams of GSK functions. They 
are a source of expertise for anyone with a question on ethics or GSK policies. Our corporate compliance 
officer reports directly to the CEO.

To further develop GSK
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Monitoring and compliance 

Reviewing our compliance and risk management strategy 
In 2007 we conducted a review of our corporate ethics strategy. Based on the results of the review, we took 
steps during 2008 in the following areas to further embed an ethical culture at GSK:

Recruitment 
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Q&As
Here we respond to questions raised by our stakeholders.

Can one company on its own establish high standards of ethical conduct, or is an industry approach 
required?
We set our own high standards of ethical conduct which we hope will establish a benchmark by which all 
companies are judged. We also work with other companies through trade associations to develop high 
ethical standards. We believe that it is in the best interest of patients if the pharmaceutical industry adopts 
common high standards of ethical conduct. This will also help to improve trust in the industry among all our 
stakeholders. 

A lot of GSK employees were dismissed for unethical conduct. Are your policies working?
In 2008, 266 employees were dismissed or agreed to leave the company voluntarily as a result of policy 
violations. Unethical conduct occurs in all companies. We believe these figures demonstrate the 
effectiveness of our monitoring and compliance programmes.

Furthering our ethical culture, recruiting the right people, providing the right training and tools, improving our 
checks and encouraging people to speak up enable us to identify and address unethical conduct in a 
consistent and responsive manner.

Is GSK unduly influencing doctors?
We take several approaches to protect against inappropriate influence of doctors, including regional 
marketing codes of practice, regular training and monitoring. Our policies apply to all employees and agents 
and commit us to promotional practices that are ethical, responsible, principled and patient centred. They 
prohibit kickbacks, bribery or other inducements to doctors and any promotion for unapproved uses of our 
medicines. Our sales force is regularly trained and supervised by managers who monitor educational events, 
visits to doctors and expenses.

How do you prevent off-label promotion? 
All GSK employees dealing with healthcare professionals undergo extensive training and monitoring. They 
are instructed that only full and accurate information may be provided on approved uses for a medicine. It 
must be based on valid scientific evidence, and must be accurate, balanced, fair, objective, unambiguous 
and up to date.

Questions from doctors on off-label uses for our products must be referred to our medical information 
department. In the US, additional processes are in place for monitoring these referrals to help us ensure that 
representatives are not promoting off-label uses. We now monitor both the volume of letters responding to 
questions and the types of referrals made by our individual representatives, for example the number of 
referrals relating to a particular product or a particular off-label use. 

Additionally, our internal audit department regularly audits our sales and marketing practices globally.

The Advertising Standards Authority ruled that health claims in a Horlicks advert shown in the UK 
were unsubstantiated. Is GSK involved in false advertising?
No, GSK was not involved in false advertising. In 2008, Nepali TV, a Bengali-language satellite channel aimed 
at viewers on the Indian sub-continent, briefly aired an advert into homes in the UK. However, the advert is 
intended and approved for use only in India. This was done without our knowledge. The health claims in the 
advert are not appropriate for the UK as the claims in the advert relate specifically to the Indian market and 
the Indian diet. 

The Advertising Standards Authority in the UK upheld the complaint against Nepali TV for broadcasting the 
advert in the UK and did not reprimand GSK.

The UK Office of Fair Trading (OFT) is investigating whether supermarkets and suppliers have 
been wrongly sharing information on prices. Are GSK consumer products involved?
In 2008 the UK Office of Fair Trading (OFT) began an investigation into potential breaches of competition law 
by more than 20 companies, including GSK. The OFT is looking into claims that data on pricing was passed 
to rival companies through suppliers. It has asked GSK for our cooperation, but we have not been accused of 
breaking the law.

We do not tolerate unethical behaviour. Corrupt and anti-competitive behaviour undermines fair competition, 
inhibits economic development and is bad for economies, business and people. Our code of conduct sets 
out our expectations for employees and we conduct training to ensure that we operate within the letter and 
spirit of the law and maintain high standards of ethical business behaviour.

We are cooperating fully with the OFT and we will take disciplinary action, up to dismissal, if a GSK 
employee is found to have breached our policies or the law. 

Home Responsibility Ethical conduct Q&As 
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Supply chain
We want to source from companies that maintain high labour and environmental standards. 

Inadequate environment, health and safety (EHS) and human rights standards are an indicator of poor 
management. 

This can impact on quality, compromise patient safety and impede continuity of supply of essential 
medicines. Association with poorly performing suppliers could also damage our reputation.

We conduct detailed assessments of new and existing suppliers to monitor their performance on EHS and 
human rights issues. We work closely with our suppliers to prevent disruptions to the supply of our key 
medicines. 

Counterfeit drugs can pose a serious threat to patients. We build anti-counterfeiting features into our 
products and packaging and we take steps to prevent criminals from making and distributing fake GSK 
products

We are also working to assess the environment, health and safety impacts of our manufacturing suppliers. 

Our Supply Chain

Number of suppliers: 90,000

Spend: 

Page 167 of 336



 

 

Corporate Responsibility Report 2008

Supply chain
We want to source from companies that maintain high labour and environmental standards. 

Inadequate environment, health and safety (EHS) and human rights standards are an indicator of poor 
management. 

This can impact on quality, compromise patient safety and impede continuity of supply of essential 
medicines. Association with poorly performing suppliers could also damage our reputation.

We conduct detailed assessments of new and existing suppliers to monitor their performance on EHS and 
human rights issues. We work closely with our suppliers to prevent disruptions to the supply of our key 
medicines. 

Counterfeit drugs can pose a serious threat to patients. We build anti-counterfeiting features into our 
products and packaging and we take steps to prevent criminals from making and distributing fake GSK 
products

We are also working to assess the environment, health and safety impacts of our manufacturing suppliers. 

Our Supply Chain

Number of suppliers: 90,000

Spend: 

 

 

Corporate Responsibility Report 2008

Responsibility and our supply chain
Our approach to ensuring high standards for our global suppliers includes:

Pre-assessments of potential suppliers to gather information and to help evaluation 

Inclusion of human rights clauses in all supplier contracts and full environment, health and safety (EHS) 
requirements in contracts for critical suppliers 

Review of EHS and human rights in routine supplier engagements (for example business performance 
meetings) 

EHS audits of potential and existing suppliers 

Regular progress monitoring and additional advice and technical support 

Supplier contracts
Our supplier contracts contain EHS requirements based on our global EHS standards and human rights 
clauses based on the International Labour Organization conventions and the UN
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Human rights clause
Our supplier contracts contain a human rights clause (below) which is based on the International 
Labour Organizations conventions and the UN
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