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[bookmark: _GoBack]This report will critically assess the micro and macro-economic conditions, the actual and potential implications of varying factors that will have an effect on the organisation and will evaluate the current position in which the organisation sits in the international market.

The pharmaceutical and diagnostic industries make major contributions to the world economy. It is estimated that the pharmaceutical market will be worth 1,430 billion by 2020 and the Vitro diagnostics market will be worth 93,614 million by 2025. These sectors are known as two of the pillars of the industrialised economy and are acknowledged as important in the developing world. They contribute to employment, both direct and indirect as well as trading by the use of import and export (IFPMA 2017 p42).

F. Hoffmann-La Roche (Roche) is one of the leading healthcare organisations’ that focuses on the discovery, development, and manufacturing of therapeutic and diagnostic products. Roche has headquarters based in Switzerland and is active in over 100 countries. Roche currently employs approximately 94,000 individuals worldwide (Roche Diagnostics 2016). Roche is organised into five business areas, Centralised Diagnostics, Diabetes Care, Molecular Diagnostics, Near Patient Testing and Applied Science (Roche Diagnostics: An Underappreciated Jewel 2004 P37). These business areas are then further split up into two divisions, pharmaceuticals and diagnostics. Both of which will be covered in this report (Roche Diagnostics 2016). According to Roche (2019) the pharmaceutical sector increased by +7.2 % Constant Exchange Rate (CER) in 2018 and the diagnostic sector increased by +7.0 % CER in 2018.

Roche diagnostics provides point of care and laboratory equipment, this includes assays, reagents, instruments and lab automation. These products are used to test blood, bodily fluids and tissues in order to diagnose, prevent and treat diseases. Roche also has a custom biotech division that provides biochemical reagents to diagnostics and biotechnology companies. As well as the biotech division, Roche has research and development facilities across Europe and the United States of America (USA) (Roche Diagnostics 2016). Roche Pharmaceuticals is represented in approximately 150 countries. This division has six biotech facilities, these include Roche Pharmaceutical, based around Germany, Genentech’s facilities, based around the USA and Chugai’s site which is based in Japan. The pharmaceutical division has a number of products that range from central nervous system diseases and oncology to inflammatory and autoimmune diseases (PharmaWatch: Cancer 2010 p19).

As Roche Diagnostics and Pharmaceuticals operates globally, processes imports and exports it can be described as an international organisation (Roche: Code of Conduct 2015 P32). Dlabay and Scott (2011) state that international business is made on the foundations of production, distribution, and dependence. Many countries such as the United States of America (USA), Japan and the United Kingdom (UK) have a certain degree of economic independence, however, they are still dependent on other countries for certain items. These can include essential items like food and medicines. Shenkar et al (2014) also states that any organisation that is engaged in international business can be defined as an international firm, this organisation must have directly invested overseas and has at least one working affiliate in a foreign country, this can include a factory or branch office. 

In order to ascertain where Roche sits in the current global market, this report will use various models to analyse the micro and macro-economic conditions. 

SWOT analysis provides a framework for analysing the strengths, weaknesses, opportunities, and threats of an organisation. This framework can help an organisation focus on its strengths in order to minimise its weaknesses. It also allows the organisation to take advantage of the opportunities available (Phal and Richter 2007). 

A major strength for Roche in the current market is the access the organisation has to the Genentech facilities; this enables Roche to sustain leadership in the global oncology market. Roche has exclusive access to Genentech’s monoclonal antibody (mAb) portfolio and by doing so has locked out other pharmaceutical rivals from this section (Datamonitor: F. Hoffmann-La Roche Ltd 2011). As a result of this Roche has increased sales growth in this sector, sales in the pharmaceutical division were 44.0 billion Swiss Franc (CHF) in 2018, a rise from 41.2 billion CHF in 2017. This has shown Roche’s continued growth in the pharmaceutical section, by offering innovative products (F. Hoffmann-La Roche Ltd 2019). This can also be seen as an absolute advantage, Roche pharmaceuticals in the USA has the capability of producing a product more efficiently and at a lower cost because they have all the resources available (Song and Ch’ang 2012). Dong-Sung and Moon (2000) agree with this statement, countries gain comparative advantages in industries where the nation is making use of factors that are abundant, for example, Research and Development (R&D) facilities in Copenhagen, based in Denmark. These specialisms allow the country or industry to develop in line with new technologies allowing the organisation to be at the forefront of innovation within the industry that they specialise in. This innovation will ensure global benefits of quality, cost, and availability of products to trade.

Schumacher (2012) states that international trade enhances the division of labour and can increase the wealth of the country. Roche as a whole company has facilities in Africa, America, Europe, Australia, and Asia. Within the diagnostic section of Roche, there are a number of locations that manufacture diagnostic systems in India. These facilities design and produce automation solutions, this includes Cobas 8000 modular analyser series and Cobas p612 Pre-analytical system (F. Hoffmann-La Roche Ltd 2016). India can be described as a developing country. Yipeng (2017) states that an emerging market, also known as emerging economies or developing countries are nations that are investing in the development and production of goods. These countries are moving away from traditional economies that would have previously relied on agriculture and the export of raw materials. In doing so, leaders of the developing countries are creating a better quality of life for the people that live and work there. They are swiftly industrializing and adopting a free market or mixed economy. The diagnostics division in India made Roche 177 million CHF in 2018, 163 Million CHF in 2017, this has shown that the diagnostics market in India is increasing (F. Hoffmann-La Roche Ltd 2019). As Roche is investing in the pharmaceutical and diagnostic sectors, it is also investing in the community, in 2016 Roche opened a centre on the Mumbai campus of St Jude India. This facility offers a clean and safe place for 12 children with cancer to stay at any given time with their families. This shows that whilst Roche is clearly making profits, it has not forgotten to give something back to the people of India (F. Hoffmann-La Roche Ltd 2019).

A weakness Roche has is the counterfeiting and falsification of pharmaceutical and diagnostic products, which can pose a significant public health problem (Roche 2019). The World Health Organisation (WHO) (2018) state that “1 in 10 medical products in low and middle-income countries is substandard or falsified.” The use of these products can endanger the lives and well-being of patients, it can damage public confidence in authentic pharmaceutical and diagnostic products and is a threat to the reputation of Roche. Roche has only been involved in a limited number of counterfeiting cases. In order to try and combat this issue, Roche has implemented numerous technical anti-counterfeiting measures, however, these measures cannot completely prevent counterfeits. Sophisticated counterfeiters will still try and pursue Roche’s products to sell on the black market. Roche is also taking measures to prevent this by coordinating with industry and Government officials (Roche 2019). It can be argued that globalisation increases the opportunity for counterfeiters, by providing access to attractive distribution channels. Mittelman (2000) cited in Andreas (2011) states that the increased rate of organised crime is having an impact on globalisation, as trade channels are being used to traffic counterfeit goods. To try and combat this increasing issue, Roche is aiming to improve the security of the supply and distribution chains. By doing this Roche is able to track all medical products and prevent counterfeit products from entering the supply chain (Roche 2019).

A weakness that could affect Roche’s position in the current market and profits is the expiry of the patents it has on its products, particularly in the pharmaceutical sector. Roche needs the protection a patent offers in order to recoup its investments, allowing research into new medical solutions to continue. On average it has taken Roche between eight to twelve years and cost on average one billion CHF to bring a new drug to the pharmaceutical market. However, when this patent expires, the intellectual property related to the drug is available to the public and can then be produced by a number of other manufacturers (Roche ND). Tamiflu sales declined by 49% in 2017 due to the competition from other companies, following its patent expiry in 2016. As Roche has numerous pharmaceutical products on the market, and multiple patent timelines it is hard to clarify the exact date of patent expiry. In the coming year, Roche has two products, Herceptin and Avastin which are due to expire in the middle of 2019. This will cause the Roche some degree of uncertainty as sales will surely decrease as other companies prepare to start manufacturing these products (Starkey and Ziegler 2018).
An opportunity that Roche has is the use of countries in emerging markets. Emerging markets make up 28% of the world market and approximately 85% of the population. With increasing prosperity and the growing demand for high-quality healthcare Roche has implemented the Emerging Markets Leadership Acceleration Programme (EMLAP). Not only using these countries to produce pharmaceutical and diagnostic products but offering individuals the opportunities to learn from both emerging markets and mature markets (Roche ND).  India has a high level of competition with a low commercial opportunity. Roche partnered with the Indian Pharmaceutical company Emcure Pharmaceuticals to produce Rituxan. This was priced competitively with Dr. Reddy’s Reditux product, already on the market. This provided Roche with a tiered market strategy, the brand that is self-paying and a local brand that is available for low-income patients (Gautam 2017). Another emerging market that has shown growth is Russia, pharmaceutical sales growth was driven by high sales across the HER2 franchise an increase from 98 million CHF in 2017 to 127 million CHF in 2018, an increase of 37% in sales. As well as pharmaceuticals, Russia’s sales in the diagnostic sector also increased from 147 million CHF in 2017 to 159 million CHF in 2018, an increase of 18% in sales (Roche 2019). If Roche continues to invest in the emerging market it can continue to see an increase in sales for both the pharmaceutical and diagnostic sectors, thus increasing the overall profit. 

Another opportunity that Roche has to utilize is global penetration through mergers and acquisitions.  In February 2019 Roche and Spark Therapeutics Inc entered into a merger agreement. Spark Therapeutics is committed to developing and delivering gene therapies for genetic diseases including haemophilia and neurodegenerative diseases (F. Hoffmann-La Roche Ltd 2019). Marrazzo, CEO of Spark Therapeutics cited in (F. Hoffmann-La Roche Ltd 2019) stated that ‘with its worldwide reach and extensive resources, Roche will help us accelerate the development of more gene therapies’. Ornaghi (2009) concurs with Marrazzo (2019) and states that larger mergers can affect research and development investment and the probability of new drugs being created is increased. Asset SPK-8011 is a gene therapy treatment for haemophilia, this is expected to start phase 3 in 2019. When eventually released into the market this is expected to make Roche and Spark Therapeutics millions, this will allow more investment in research and development increasing the number of products available to patients (F. Hoffmann-La Roche Ltd 2019).

A threat to Roche in the current market is the regulatory environment in which its products must be approved. Currently, Roche’s products in the USA have to be approved by the Food and Drug Administration (FDA). The FDA is responsible for protecting the public’s health by ensuring the safety and security of pharmaceutical, biological products and medical devices (FDA 2018). The main watchdog for the FDA is the Centre for Drug Evaluation and Research (CDER), this is the body that will approve all Roche’s products. The CDER ensures that pharmaceutical drugs health benefits outweigh the risks. In order to have products FDA approved Roche must test the product, first in a laboratory and then human trials. Once both are completed the FDA will evaluate and approve the products (FDA 2018). As well as the FDA approval for the USA, Roche must have approval for products sold in the European Union (EU). This approval must come from the European Commission. The process is the same as the FDA’s with a pharmaceutical committee making decisions on approval (European Commission ND). This regulatory environment can cost millions to complete, with no guarantee that the products will be approved for sale. Thomas (2018) states that with the loom of Brexit on the horizon, this is causing a lot of uncertainty and the ramifications could be widespread and would impact the pharmaceutical sector significantly. The UK will need to implement an approvals process for all pharmaceutical and diagnostic products if an agreement with the EU is not made. Currently, the Medicines and Healthcare products Regulatory Agency (MHRA) are taking control of all Centrally Authorised Products (CAP’s) that are currently available and transferring them to the UK’s system (UK Government 2019).  Witty (ND) cited in Swanick et al (2016) states that if the UK leaves the European Medicine Agency’s (EMA) it could have a negative impact on the pharmaceutical and diagnostic sector. However, the UK could leave the EMA and create one of the best agency’s in the world, which could create an interesting dynamic in which innovation is assessed globally. Roche’s CEO Severin Schwan stated that “with Europe already slower than the US to approve new drugs, the UK could fall even further behind” (Staines 2018). This scenario is more than likely to have a negative effect on Roche as the guidelines could potentially change for laboratory and human testing. The changing product packaging due to new guidelines could also have a negative effect on Roche, thus costing Roche more money. Pharmaceuticals and diagnostic equipment will require a UK license which will need a new marketing authorisation number that must be placed on every drug packaging. The UK Government has given companies till 2020 to make adjustments, allowing Roche to factor in finances for this change (Pharmaceutical Technology 2018). 
Gupta (2013) states that Political, Economic, Sociological, Technological, Legal and Environmental (PESTLE) is an approach used to consider the external business environment, taking into account micro and macro environmental factors within strategic management. The main aim of undertaking a PESTLE analysis is that the organisation is able to react to changes in its external environment. 

As Roche’s pharmaceutical and diagnostic products are used globally a key political factor that could affect the organisation is the inability to agree on key issues with various countries, this can include international political and economic positions (Roche ND). Conybeare (1988) states that a trade relationship between two large countries, for example, the UK and the USA can cause conflict, each country has an incentive to impose tariffs as a way of taxing the other country, in order to reach maximum income. However, by implementing this they risk losing free trade agreements. Swanick (2016) states that Switzerland has also entered into a free trade deal with China, which benefits both countries. This bilateral trade deal is worth an estimated 26 billion United States Dollars (USD) and consists of both medicine and medical supplies (China Business Review 2013). As well as a trade deal with China, Roche’s headquarters are based in Switzerland. As a whole, the country of Switzerland plays a vital role in the growth of the Research and Development sector. The private sector contributes more than two-thirds of the research budget, with Roche dominating (Anon 2016). Roche needs to ensure that it has a network of agreements with the EU which will allow for participation in the single market (Institute for Government ND).

Swanick et al (2016) states that another political factor is Brexit and this will affect pharmaceutical and diagnostic organisations and how they will trade internationally. Once Article 50 was triggered in 2016 the UK Government has had two years to negotiate trade agreements with the EU member states. As Roche has facilities in the EU and UK it needs to consider Brexit scenarios across its regulations, workforce and funding and investment.  Ghoshal (1987) cited in Miller (1992) states that risk is one of the most important primary objectives an organisation has when trading internationally. The term risk can be used to refer to any unexpected variation in business outcomes, these can include costs, profits and revenues. Roche has put into place a Brexit taskforce in order to ensure that appropriate business measures have been taken to minimise any risk to UK affiliates, thus planning for any potential risk to the company. As Roche products are routinely manufactured and processed in Germany before being quality released and transported to the UK via Dover, the Roche taskforce has assessed alternative ports in order to ensure the continued flow of pharmaceuticals and medical devices into the UK (Roche 2019). Due to the uncertainty of Brexit, the price controls put into place will contribute to the growth of drug sales in Europe to 1-4% (Peters 2017). Aitken et al (2016) states that estimated growth rates are 4-7% in the UK, 1-4% in Italy and Spain and 2-5% in Germany. With the impact of Brexit on the pharmaceutical market, the growth rate is expected to be lower with 1.5%. When dealing with Brexit and the implications for Roche, it is hard to ascertain the risks that could potentially lead to the disruption of workflow and critical business operations because there are still many unknowns as a result of the fluid nature of Brexit negotiations (Roche 2019).

An economic factor for Roche is its differential pricing system. Roche recognises that there are different healthcare needs in various countries and the affordability challenges that couples with this. The way in which individuals from developing countries do not have access to health or private insurance plays a role in Roche’s pricing strategy. Roche is working with Governments to develop solutions to these problems, they have introduced Personal Reimbursement Models (PRM) and International Differential Pricing (IDP) for the broader market (Roche 2017). Yadav (2010) states that a well-implemented IDP system can lead to incremental sales for pharmaceutical manufacturers. Due to the nature of Roche’s PRM model, there has been an increase in the market share as the drugs made and sold by Roche have become more economical for individuals. As a result, Roche has made sales to a number of public health care establishments based within the UK. As with any economic factors, a number of other pharmaceutical companies increased their prices on a number of products, including a number of oncology drugs. As Roche did not increase its prices it has acquired greater market shares, increasing its revenue worldwide and maximising its profits (Roche 2019). In Roche’s annual 2018 report Roche made 43,967 million CHF in 2018 and increase compared to 41,220 million CHF in 2017. This was solely down to the sales of pharmaceuticals. For the diagnostic sector, Roche made 12,879 million CHF in 2018, again an increase from 12,079 million CHF in 2017 (Roche 2019).

A social factor that has benefited Roche is the aging and growing diseased population. One disease that has reshaped demographic trends is HIV and AIDS, the increase of the world’s population has added challenges in trying to address the spread of the infection (Population Action 2011). Roche is continuously expanding HIV diagnostics and has invested in the Global Access Programme (GAP) for HIV testing. In 2015 a total of 1.5 million infant diagnose tests using Roche’s assays were used (Roche ND). Roche has developed the dual-target COBAS® AmpliPrep/COBAS® TaqMan® HIV-1 Test, v2.0 which enhances the reliability of HIV-1 viral load results and provides health care professionals with greater confidence while assessing disease and patient management (Roche 2019). As a result of the aging population and the increase of disease Roche has opened itself up significantly and has advanced diagnostics and the treatment used for these diseases, such as HIV and AIDS. With Roche’s differentiated portfolio there is more opportunity to further its market shares and enhance its earnings. 
Solution Integrated Services (SIS) is a business area that plays a significant role in the Diagnostics sector of Roche. This enables all the physical and virtual integration of numerous diagnostics testing within a laboratory setting. This service helps healthcare professionals cope with the challenges of the 21st Century, these challenges include cost pressures, efficiency levels, and increased demand. Roche has chosen to invest in this sector of technology as it helps improve operational performance in laboratories, resulting in quicker and effective clinical outcomes for patients (Roche ND). Roche has introduced the Cobas 8100 automated workflow series, this technology working alongside Roche’s diagnostic equipment is able to prioritise urgent samples, detect errors and work through a high level of throughput (Roche ND). This area of technology is a major contributor to the overall financial results, with an 8% sales growth in the immunodiagnostics business (Roche 2019). This clearly shows that Roche is able to keep up with the ever-changing technology and its investment in the continued reform of technology is increasing sales and profits, allowing them to gain more market shares.
Many legal factors can affect an international company. As Roche is one of the main players in the pharmaceutical and diagnostic sectors, there is potential for legal issues and lawsuits to affect the company. Roche has been involved in a number of patent infringement cases. Patent infringement can be described as the commission of a prohibited act to a patented invention without the permission of the patent holder (London IP 2016). The most recent legal case that Roche was involved in was with the pharmaceutical company Shire, which subsidises Baxalta Inc and Baxalta GmbH. It involved the use of the drug Hemlibra, the U.S court declared that it did not infringe on Shire’s patent (Genentech 2019). As stated in Roche (2019) the provisions for legal cases in the pharmaceutical division were 371 million CHF in 2018, an increase from 369 million CHF in 2017. Legal costs have the potential to cost Roche millions and could affect the production of numerous drugs and diagnostic products as well as the reputation of Roche and its involvement in other companies, this, in turn, will affect Roche’s over net income and profits.
Roche has introduced a number of policies and initiatives to reduce emissions of greenhouse gases across its sites. The use of energy is a significant long-term cost for Roche and the inefficient use of it can cost Roche millions in carbon and energy taxes. As Roche grew by 7% in 2018, the company as a whole reduced greenhouse gas by 2.1%. Saving energy across its sites will reduce operating costs, increase the profit margin and contribute to Roche’s reputation as an environmentally responsible organisation. (Roche ND).
One challenge that will affect Roche and the global economy which has been identified by the International Monetary Fund (IMF) in the World Economic Outlook report is the slow growth in labour productivity combined with aging populations in developed counties and the ride in Artificial Intelligence (AI) and robotics (IMF 2018).  Due to the slowing of population growth, life expectancy rising and the number of elderly individuals increasing, Clements et al (2015) cited in IMF (2018) states that unless more individuals participate in labour productivity, aging could slow down economic growth. The IMF (2018) believes that a tax benefit system and gains in educational attainment can increase the labour force for prime-age women and older workers. In order for Roche to attract the best scientists and employees, there are a number of benefits it offers, such as life insurance, medical coverage, and long-term disability benefits. Roche spent 518 million CHF in 2018 on defined benefit plans (Roche 2019). According to IMF (2018) countries including Germany, the Netherlands and Spain saw an increase in workforce participation in 2016. This is great news for Roche as Roche has facilities in these three countries. Participation rates in men and women over the age of 55 have increased significantly, individuals over the age of 65 are remaining in the labour force longer (IMF 2018). This can be down to the rise in the retirement age. The current retirement age for males is 67 and 60 for females. However, there are plans for the UK Government to increase the retirement age (Age UK ND).  With individuals staying in work longer, the chance for new members of staff to join Roche is drastically decreased, this could see Roche employing an aging population. The USA has shown deep declines in participation for both men and women in the prime-age category when it comes to educational attainment (IMF 2018). This could seriously affect Roche and its Genentech facilities, the decrease in individuals attending education could, in turn, have a knock-on effect on the number of Biomedical Scientists they can employ. If they are unable to employ Biomedical Scientists to design and create new pharmaceutical drugs and diagnostic equipment then Roche could be at a loss, not only in creating new products but in the financial market as well. There was also a rise in unemployment during the recession which could have led to workers dropping out of the labour market permanently as job prospects were low. There was however an increase in the number of students staying in education (IMF 2018). This is an opportunity for Roche as a number of students could mean new innovative ways of enhancing products and technology. As a whole, the labour productivity could be harmful to Roche’s financial gains and global domination in the international market. However, if Roche can prepare and implement strategies to ensure that there is a constant variation of the workforce across its sites globally then Roche should be able to withstand any drop-in levels of labour productivity. 
Overall Roche as a whole country is dominating the international market for pharmaceuticals and diagnostics. The company has shown growth both financially and globally by investing all over the world. With regard to its access to medicine strategy, Roche is performing strongly in this area as it is importing and exporting to a number of developing countries. Roche has publicly disclosed its policies and its position in fighting against counterfeit medicines and medical products, however, it has chosen not to publicly disclose its financial support towards these issues. However, this is great for Roche’s public image and shows other stakeholders the level of commitment Roche will go to, to ensure the public’s safety.  Roche has invested billions into the R&D sector and has publicly shown commitment to fighting disease by working alongside the WHO, the company should still continue to work towards new products as the pharmaceutical sector is continuously showing growth and profit. Roche’s profits for both the pharmaceutical and diagnostic sector have increased over 2018’s financial year, in order to continue on this steady increase of profits and growth Roche needs to ensure it carries on investing through the use mergers and acquisitions with other companies has helped Roche to increase its profits and market shares, Roche should continue to work with affiliates globally as this will ensure that Roche dominates the pharmaceutical and diagnostic market. This will also ensure that Roche has access to a broad spectrum of pharmaceutical drugs and equipment in its portfolio. Roche has implemented a task force to ensure the effects of Brexit does not hinder Roche as a whole company but also its supply chains to the UK and EU. Roche will need to keep a close eye on this factor as a number of things could change over a short period of time which could be detrimental to the company and its finances. Roche will need to ensure that its pharmaceutical profits do not decrease when drug patents expire and are available on the common market and there for should look to apply for patents as soon as possible in order to recoup investments. In order to ensure that Roche stays ahead of the market, it should look into employing a number of newly qualified research staff and Biomedical Scientists to keep up with the growing trends and to ensure that staff is kept at a sustainable level.   
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