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[bookmark: _Toc215915398]Executive Summary
This report will be written acting as Managing Director of QuidelOrtho analysing and critically evaluating the market position of the business. Focusing on macro and micro economic environments to produce recommendations for further strategies to enhance growth and become a leading contributor within the business market.

Main Findings
The main findings of this assignment will focus on research and analysis of the business and its market. Critical evaluation will then be carried out focusing on the national and international macro environments of QuidelOrtho (QO). A comprehensive conclusion will then be completed where the current market position of QO will be discussed. Insights of potential future strategies along with an analysis of previous micro-economic decision carried out will be covered. This will then allow possible future changes to be assessed from adopting new strategies laid out.

Recommendations
Finally, recommendations will be drawn from the main findings to provide robust future business strategies that have the potential to increase growth, resilience, position within the medical device marketplace. This will provide foundations that could drive QO to market leaders.
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[bookmark: _Toc215915399]Introduction
This assignment will be conducted for the Global Business Challenges unit of the Master of Business Administration. Acting as a Managing Director, a report will be produced that has assessed and critically evaluated QuidelOrtho’s business environment. It will aim to identify and analyse factors that impact, or have the potential to impact the organisation. Several analysis techniques will be used to help provide a well-structured and in-depth overview of the current position within the competitive environment. Following this, a critical evaluation will be conducted on the national and international macro-economic performance indicators that are relevant to QuidelOrtho. After analysing the environment, an evaluation will be conducted to determine where QuidelOrtho sits within the international market. The future potential business decisions, improvements and developments will be discussed. The final part of the main findings will then focus on reviewing the  past micro-economic decisions and offer insights into how these could change if new strategies were a chosen way forward for the organisation. Recommendations will then be drawn from the findings to provide QuidelOrtho with research and data backed strategies that it should consider to hopefully increase their competitive advantage within the international market that it operates within. The recommendations found will be outlined clearly and will consist of strategic ways in which the business can move forward. This will enable the business implement long lasting, future proof strategies which will enable growth and resilience.
[bookmark: _Toc215915400]

Main Findings
[bookmark: _Toc215915401]Research and Analysis

QuidelOrtho is a world leader in pure-play diagnostics, with a focus on advancing diagnostics within care to transform lives (Quidelortho.com, 2025). QuidelOrtho believe that diagnostics have the ability to produce healthier lives for all individuals. They have won numerous awards for performance, customer satisfaction, contribution and Edison awards which shows their commitment to the cause (Quidelortho.com, 2025). QuidelOrtho is a multinational organisation that operates within many regions such as North America, Asia-Pacific (ASPAC), Europe, Middle East and Africa (EMEA), China, Japan and Latin America (LATAM) (Quidelortho.com, 2025). QuidelOrtho has manufacturing facilities in the UK, America and China. The headquarters of QuidelOrtho are based in San Diego, California, United States (ir.quidelortho.com, n.d.) and have a revenue for the trailing twelve months of approximately two billion, seven hundred million dollars (Yahoo Finance, 2025). QuidelOrtho is a large employer, employing around six thousand, six hundred employees (finance.yahoo.com, n.d.). QuidelOrtho are driving to improve their current financial position and provide future growth within the market they operate within, steps have already been taken to secure this by refinancing its debt recently (Quidelortho.com, 2022).

A Porters five force analysis will firstly be conducted. This will help to gain a more detailed view of the business market that QuidelOrtho operates within.
Figure 1 – Porters Five Force Analysis of QuidelOrtho’s Business Market
[image: A diagram of a diagram
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It can be identified from the porters five force analysis that there is a low threat of new entrants to the medical device manufacturing market. This is due to the hights costs of research and development that is needed to introduce products as well as high capital requirements (Erll, 2024). Although the threat could be low at this moment in time it is showing signs of increasing risk due to the new emerging markets in places such as Latin America and the Middle East (Kuca et al., 2015) which could provide huge potential making it appetising for investors. QuidelOrtho focuses on placing analysing instruments in hospitals, clinics and labs, with the hope that these organisations and settings will then buy the consumable test kits (QuidelOrtho.com, 2025). Once integrated, the cost to change to another supplier would be very high and time consuming so bargaining power of buyer could be seen as low. (CFI, 2022) also confirm that if there is a large amount of buyers vs the amount of suppliers, that buyer bargaining power is lower. Substitute products are also an issue that is currently present within the Market that QuidelOrtho (QO) operate within. These substitute products are in the form of falsified products which are not manufactured under the strict regulations set out by numerous regulatory bodies around the world, which makes it unsafe for the customers and patients using them (WHO, 2024). Although this is a current problem, the organisations along with regulatory bodies are continuing to put obstacles in place to deter and stop these businesses. The World Health Organisation also run a Global Surveillance and Monitoring System (GSMS) to help fight this battle as it is estimated that 30 billion dollars are spent on these products a year (WHO,2024). In addition to this, the supplier power is high and this is down to the industry knowing that to change, re-validate and test new material and the manufacturing sites making the material. The Medical and Healthcare Products Regulatory Agency (MHRA) and US Food and Drug Administration (FDA) have strict procedures and regulations that must be complied with when introducing new suppliers, materials and products which drive time, money and complexity into manufacturing a medical device so that the quality is acceptable (MHRA, 2025) (Food and Drug Administration, 2023). Finally, it can be seen from the five force analysis that competitor rivalry is high. (Maresova and Kuca, 2014) mention that this market is growing but has over 25,000 businesses in the European union alone. This shows that there is a lot of competition, and this could be contributed to because of the growth that is being seen within the industry. An example of this is Johnson and Johnsons Earnings before interest and tax increasing from 2023 to 2024 by approximately ten percent (Yahoo Finance, 2025). Another example being Stryker Corporation where they have seen increases within the same timescale of approximately 19%, both showing signs of strong growth. 

To provide a more in depth look at the factors that impact QO within the market that it operates within, a Political, Economic, Social, Technical, Environmental and Legal (PESTEL) analysis will be conducted. This will provide more detail around the PESTEL factors that impact the global medical device market and QO.

Figure 2  - PESTEL Analysis of QuidelOrtho Business Market
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From the PESTEL analysis, it can be drawn that the industry market that QuidelOrtho operates within is a very stable market (World Bank, 2024) and showing promising growth opportunities (World Health Organization, 2023). It is also clear that the industry is heavily governed by numerous regulatory bodies including the Food and Drug Administration (FDA) and Medicines and Healthcare products Regulatory Agency (MHRA) as well as specific local laws that the organisation operates within. This regulation and governance that is present within the industry drives expense and time into multiple areas of business (White, 2021). Although, these guidelines also make sure that each customer is receiving quality products which are safe (White, 2021). This analysis will create a beneficial basis to draw recommendations for future strategies to win within the medical device marketplace.

Finally, to gain a better understanding of the market that QuidelOrtho operates within a Strength, Weaknesses, Opportunities, and Threats (SWOT) analysis will be carried out to identify the Strengths, Weaknesses, Opportunities, and Threats that are currently or have the potential to impact QuidelOrtho and the market that they operate within.

Figure 3 – SWOT Analysis on QuidelOrtho Business Market
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It can be drawn from the SWOT analysis that there is mixture of Strengths, Weaknesses, Opportunities and Threats. The strengths being excellent awards to showcase the good work that QuidelOrtho (QO) does, which is recognised within their market, The product range offered by QO allows numerous types of market settings that can be tapped into. It is also noted that the change in CEO and the increase in earnings is a good strength to have within the market and this can attract investors as it shows positive growth (Nasdaq.com, 2021). Although these strengths are present, the weaknesses can impact these negatively. Recalled products and redundancies can mark QO with poor publicity and reputation within the market. QO are also a very small player within the market. When comparing the revenue of QO against larger organisations, the decreased revenue shows potential for capital issues. From the analysis it is clear within the market that there are plenty of opportunities to be capitalised on and these include untapped territories, increases in demand, and new markets potentially opening. There are a number of threats, most of these will affect all of the market, although certain organisations with manufacturing in particular countries will see a bigger impact on tariff costs (Ptc.com, 2025).



[bookmark: _Toc215915402]Critical Evaluation of National and International Macro-Economic Performance 
A number of national and international Macro-Economic indicators were discussed and analysed within the PESTEL analysis which included interest rates, exchange rates, and government policies which all help show how the economy is doing. These indicators will now be critically evaluated to see how and why they can affect QuidelOrtho and the market that it operates within. Interest rates can go upwards and down and affect the economy and business differently whichever way they move. (Ofurjon Zaxidov, 2024) says that higher interest rates can be associated with a decrease in investments, which would negatively impact the market and QuidelOrtho (QO). (Chidimma and Umeaduma, 2024) then corroborate this by saying lenders introduce stricter credit conditions and that a lower interest rate can encourage investment and credit expansion. Another issue that comes with higher interest rates is that the value of assets can be decreased (Chidimma and Umeaduma, 2024). It is also worth mentioning that the lower interest rates, according to (Chidimma and Umeaduma, 2024), impact bigger businesses the most ,where lenders see lower risks. QuidelOrtho operate in lower interest regions and as (Precedence Research, 2025) shows the In Vitros Diagnostic (IVD) has been showing great growth which could draw investment in. The next indicator will be evaluated is exchange rates and how these affect businesses within this market. Exchange rates have an impact on businesses in many ways and (Mead, 2024) explains some of these. These include the impact on the cost of goods, services of any raw materials, and services that are purchased from overseas in the manufacturing of the products (Mead, 2024). This can impact the business in two ways, if the currency that a business operates within is strong, the amount it costs to buy the product overseas increases , which could reduce your competitiveness. However, if the currency is very week and you import a lot of raw materials the costs of this would be increased (Mead, 2024). It is also shown that the exchange rates can affect the valuation of overseas assets and liabilities in a similar way, this could affect your businesses overall financial health. It is beneficial for a business to have stable exchange rates to enable accurate planning and budgeting as shown by (Mead, 2024).  One way of ensuring this is to create binding contracts through hedging, this protects businesses from the unfavourable exchange rate movements and allows a more accurate financial plan to be created. (Moneycorp, 2024) corroborates with (Mead, 2024) adding strength to this evaluation. QuidelOrtho (QO) however are operating in regions that have very stable exchange rates which was outlined within the PESTEL analysis above. This is very positive for QO and strengthens their financials against organisations that operate in areas with less stable exchange rates. Finally, the impact of government policies will be evaluated on the medical device market and QuidelOrtho. (Medicine, Gelijns and Halm, 2015) show that there are numerous economic forces that apply to the medical device industry. Government and public policies are one of these forces that provide positive and negative impacts on businesses. These policies include regulations set out by all nations to ensure that the products being sold are safe, high quality and function as intended (European Medicines Agency, 2024). Compliancy to these government regulations, although very good for the customer, does come with negative impacts to the business and the main one being cost (ISO Life Sciences & Medilink UK, 2019). The costs of this can be between eight and fifteen percent of revenue as discussed by (ISO Life Sciences & Medilink UK, 2019) and compliancy does not just impact the for sale products, but it also impacts research and development (Medicine, Gelijns and Halm, 2015). More recently the United Kingdom with MHRA has introduced a new post-market surveillance set of regulations that aim to protect patients by retrieving fast response to incidents and risks that emerge with devices (Medicines and Healthcare products Regulatory Agency, 2025), which again could add costs. Government funding is another aspect of the government policies that impacts businesses. As discussed by (Service.gov.uk, 2024) these types of polices provide benefits for the businesses in terms of decreased costs which will help when re-investing within their business. In addition to this, it also provides benefits to the community such as higher paid, higher skilled jobs. These policies can help business deal with increases in demand and supply chain issues (Service.gov.uk, 2024), which could give the organisation a competitive advantage. QuidelOrtho has made use of similar policies over previous years and an example of this is part of a government budget that was formed to boost British research, development and manufacturing. The government funded close to ten percent of a project to expand QuidelOrthos manufacturing facility in Pencoed, Wales (Kemp, 2024). Then also partnering with the National Institutes of Health (NIH), which is a primary government research organisation, to increase the manufacturing of COVID-19 tests through its Sofia platform, to help American’s through the COVID-19 pandemic (Quidelortho.com, 2024).

[bookmark: _Toc215915403]Comprehensive Conclusion 
[bookmark: _Toc215915404]Current position of QuidelOrtho within the international Market
QuidelOrtho’s (QO) position within the current international market will be analysed and evaluated as part of a comprehensive conclusion. QO is positioned well from a political point of view within the market, with their operations and trade operating within very stable countries, reducing chance of negative political effects on the organisation (World Bank, 2024). Organisations that operate and trade within unstable countries are exposed to more risk. QO competitors like GlaxoSmithKline (GSK), AstraZeneca, and Roche trade with organisations in Sudan (Diligencia, 2020) but with economic crisis and a collapsing healthcare system, this could present problems and risk for these organisations (www.rescue.org, 2024).  QO operates within many countries (QuidelOrtho, 2023), this does introduce many agreements, regulations and policies to negotiate and comply with which carries heavy costs and time implications. The economic impact to QO is also limited with low interest rates (Trading Economics, 2023) and stable exchange rates (www.exchange-rates.org, n.d.) which puts QO in a competitive position where (Hatmanu, Cautisanu and Ifrim, 2020) corroborates this by explaining that exchange volatility can have a negative impact on economic growth and low interest rates, especially for short term economic growth. It should be noted that (Hatmanu, Cautisanu and Ifrim, 2020) also express, that in longer term scenarios, interest rates being too low could have a negative impact with less capital investment from overseas. Socially the amount of blood donations is increasing (World Health Organization, 2023)  which should naturally increase the demand of products that QO sell which creates opportunity for growth for QO. There is also opportunity to gain a more competitive advantage against competitors by using  artificial intelligence, but at the moment QO are not utilising this to its full potential, which could put the organisation behind within the medical device market. QO do however have some environmental disadvantages that could impact their position within the medical device market. The first disadvantage being that most of QOs business relies on the use of animal serum which has availability and expense issues. Medical device manufacturers using lines of business where this is not needed could have a better market position with a competitive advantage over QO. Organisations that provide non-invasive medical devices (Scottish-enterprise.com, 2019) such as Spark Biomedical do not see the negative impact of purchasing and controlling these products (www.sparkbiomedical.com, n.d.). The legal issues that are presented by various laws and regulations that QO must follow, due to the nations it is operated within, to remain compliant are costly and time consuming. Compared with organisations that operate under less stringent laws and regulations, QO could have seen many more audits and compliance navigational issues, but as shown by (Quidelortho.com, 2022), this strict compliance with numerous laws and regulations has provided QO with recently having 6 years of being ranked number one in the United States for customer satisfaction within the market. Drawn from this, the overall market position of QO is showing as very strong and also stable. QO are also showing that the business is secure competitively, with many areas of competitive advantage. Although, there are some strategic challenges that could affect this market position over the long term which require strategies to ensure mitigation, to secure long term growth and success.


[bookmark: _Toc215915405]Insights for potential future business strategy 
The analysis and evaluations completed have identified key indicators that could be insightful to future business strategies. Firstly, a possibility for future business strategy could be to look at entering more unstable countries where there is an increased risk, although, great care should be taken analysing the risk and weighing these up against the potential rewards.(Bremmer, 2005) shows that risk analysts sometimes focuses on the broad and easily observed trends, but this needs more thorough analysis. If an untapped, unstable country is entered successfully, it could show great potential and high growth as (Baxter and Stanley, 2022) predicts for  Africa. The next indicator that should be investigated for the future strategy of QO is the stable interest and exchange rates shown by (Trading Economics, 2023) and (www.exchange-rates.org, n.d.). Although these rates are stable which shows a good current position for QO, these could change both positively and worst case, negatively. To limit the impact of this on the organisation, interest rates and exchange rates hedging could be used. This could be done by using hedging collar strategies as shown by (Rahn and Riegel, 2024) for exchange rates and (FSA, n.d.) for interest rates which limit the amount of movement that can occur in these rates which allows an organisation to predict future finances more accurately. The possibility of integrating artificial intelligence (AI) and machine learning (ML) into the business strategy could be a positive change. As (Plathottam et al., 2023) shows the role of AI and ML has huge potential and could increase productivity, efficiency, and problem solving. AI and ML does come with risks, but some of these can be mitigated. Finally, the last indicator retrieved from the PESTEL analysis which could prove beneficial for future strategy, is the environmental indicator supply chain issues where animal serum is needed for a large number of products that QO produces. An insightful change here could be to invest and increase research and development to exchange this raw material needed, to something more ethical and sustainable such as a plant derived product (nc3rs.org.uk, n.d.). Using an alternative, could produce better quality and decreased batch to batch variation that is seen in animal derived serums (nc3rs.org.uk, n.d.).



[bookmark: _Toc215915406]Analysis of QuidelOrtho past micro-economic decisions
There are many micro-economic decisions that QuidelOrtho has made throughout previous year that have contributed to the position that they are, within the medical device market. The first decision that will be analysed is the decision to invest a large amount of capital into the Pencoed plant for new manufacturing equipment to increase capacity, where (GOV.WALES, 2018) announced 49 new jobs were created which would strengthen QuidelOrtho’s position within the local community. Pencoed was then accepted by the business to go ahead with an extension (Kemp, 2024). This could show that previous decisions have worked well for the organisation with the intention to keep investing within Pencoed for further capacity increase. Another micro-economic decision that has impacted the organisation, is the capital it has invested into the Savannah project. This was a Polymerase Chain Reaction (PCR) sample-to-result platform, which was then discontinues after trials did not meet anticipated performance. This is a clear decision that was not successful and has now been replaced by plan to acquire an organisation that has had better performance stats and plans to gain FDA approval. The plans are to acquire LEX Diagnostics for approx. one hundred million after FDA approval as the new strategy for this market area (Nasdaq.com, 2025). Another decision  that QuidelOrtho (QO) made was to invest and focus on COVID-19 markets during the pandemic, which produced great results for a short period of time, as shown by (Slabodkin and Zipp, 2022).What this did however, was then create a few bad years of under achievement which ultimately ended in cost cutting, headcount reduction and a change in strategy (Investing.com, 2024). This change in strategy will hope to bring Earnings Before Interest, Tax, Depreciation and Amortisation (EBITDA) back into the positive range from the negative that it is currently in, as shown by (Yahoo Finance, 2025). The years of under achievement also ended in restructuring to enable cost savings and make the business more profitable than it was, but this came with a huge cost of over 270 million, just for the trailing twelve months (TTM) (Yahoo Finance, 2025). QO have also expressed that they wish to expand the variety of products that are currently offered and this is backed with intention by the new product released and granted FDA clearance for cardiovascular care “Vitros hs Troponin Assay” (Quidelortho.com, 2025).


[bookmark: _Toc215915407]Possible future changes with adoption of new strategies
The analysis of the micro-economic decisions that QO have made show that strategies, further decisions, and changes have been made to counteract the negative impact of some of these decisions. The decision to invest millions into the Pencoed plant to increase capacity, could potentially provide many benefits. These could include introducing new technologies to make manufacturing smarter (Nnit.com, 2025), reduce overtime, and be able to keep up with increased demand, by adding people to manufacturing lines that are not at full capacity (Rahn, 2020). This can also allow the organisation to meet sharp short increases in demand as well as slow increases over time in demand, which gives a strong competitive advantage. Although the Savannah project did not work out well for QO the new strategy implemented to purchase LEX diagnostics after FDA clearance could prove very beneficial by obtaining skills and knowledge previously not present, accessing more customers, increasing market share, increased product offerings, and even the potential to combine resources in the future to lower overall costs (NI Business Info, n.d.). This could then provide great traction and increases in profit and EBITDA. The strategy to restructure, cost save and focus on profitability could provide strong future growth and stability with better strategic positioning, enhanced efficiency, and even an increase in employee morale, as shown by (Ben, 2024). Although this strategy could provide many benefits, a restructure and cost saving initiative does not come without complications and disadvantages that can affect the organisation, which must be considered. Reducing the work force could mean a loss of key talent, reputation, and short-term disruption. This strategy, although saves money in the future, costs a significant amount of money to complete (Ben, 2024), as shown by the 270 million dollars for trailing twelve months (TTM) that QO spent (Yahoo Finance, 2025). According to (Intellitor, 2025) if cost cutting is carried out in a strategic way, it can provide strength to the organisations competitive position and improve the sustainability too.
[bookmark: _Toc215915408]

Recommendations
The detailed analysis into QuidelOrtho’s (QO) operating market, macroeconomic performance, current market position, and past micro-economic decisions which offer insights into the future performance possibilities, all provide detailed information where recommendations can be drawn. The recommendations that have been concluded and explored for QO, could provide a promising future for the organisation. The first recommendation drawn from this report is to Strengthen QO’s position within the Point of Care and At-home testing markets. This is due to the rising trend in the self-management of health, the growth being observed in point of care diagnostics (Vashist and Luong, 2018), and the increase in blood testing (World Health Organization, 2023). To be able to execute this, the strategy QO should use is to increase research and development in these product lines which (CaSE, 2025) show can help support future generations, improve healthcare, and help strengthen the economy. In addition, QO should look at potential partnerships that could be formed to leverage digital and artificial intelligence (AI) to make the at home testing solution easily accessible, understood, and gather live data feedback. This recommendation could expand the market share QuidelOrtho currently has and aligns with the trends that are currently being seen within the market (McKinsey & Company, 2025). The introduction of AI is seen as an essential and could help the organisation thrive in the modern world environment (Varadarajan, n.d.). The next recommendation that has been identified from the report is to expand current business into low- and middle-income countries (LMICs) where untapped markets are present (WHO, 2020). Leveraging already developed platforms that QO have such as Solana. Solana is a simplified platform that allows test results to be produced fast and easy (Quidelortho.com, 2025). This could prove suitable to LMICs due to the limited infrastructure present within some of these nations (Yadav et al., 2021). (Deloitte, 2025) show that partnering with local governments within the LMICs could help in bridging gaps within the infrastructure to be able to enter and produce in these markets. This could provide growth in revenue as (Menang et al., 2025) shows, that a steady growth in pharma development and manufacturing has been seen in LMIC’s. It could also reduce the reliance on western markets that are currently becoming more saturated and as shown by (Research and Markets, 2025), the emerging markets are creating addition growth potential for organisations. The final recommendation that will be presented is the development of mitigating supplier risk through a multi resourcing strategy. The research carried out above indicates that the suppliers within the market that QO operate within, have a high bargaining power (Erll, 2024). The specialised components produce a high bargaining power and through a multi resourcing strategy this bargaining power could be reduced. Another supply issue within the market QO operate within is the need to use regulated animal serum which also provides supply issues (Guidelines for the Blood Transfusion Services Chapter 11: Reagent manufacture, n.d.). To overcome and mitigate the risk of this it is recommended that alternative suppliers are sourced to enable no single point of failure within the supply chain system for critical reagents and components. This could then make the prices paid more competitive and lower, due to introducing competition within the supply chain (Chester, 2021). The risk of bargaining power for Animal derived serum is another issue which could be mitigated if research and development into synthetic alternatives were explored. As shown by (Nc3rs.org.uk, 2024), there are studies and research showing positive steps towards using synthetic based alternatives which could provide a more sustainable and ethical approach to Vitros diagnostics. In addition to these, long term contracts with suppliers could be agreed and to reduces price fluctuations and any issues with availability. If this recommendation was taken forward this could see multiple benefits for QO, such as a reduced manufacturing interruption, a stable financial outlook and increased resilience against supply chain issues. (Burke, Carrillo and Vakharia, 2007) agrees that in some cases, the optimal sourcing strategy is to use multiple suppliers. If all recommendations were taken forward into future business strategies, these could provide great future revenue growth, increased resilience to current and future business challenges, and help drive the business to lead the medical device vitros and blood transfusion market. 
[bookmark: _Toc215915409]
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Strengths -
Have earned five Edison awards with the fifth
being a gold award for a COVID-19 Antibody
test (Quidelortho.com, 2022) showing great
impact on medical device development.

Wide market range from hospitals,
universities, laboratories to at home rapid flu
tests (Carlson, 2022).

Change in CEO to Brian Blaser lastyear
(Taylor, 2024). This has seen Eaming before
interest and tax increase excessively (Yahoo
Finance, 2025).

Weaknesses -
In the recent couple of years QuidelOrtho has
seen a number of redundancies (Kelly, 2024)

Recalled products due to inaccuracy during
2023 (Food and Drug Administration, 2023)

Very smallin comparison to the major
players within the medical device global
market. Organisation such as Johnson and
Johnson, Abbot Laboratories, Stryker and Ge
Healthcare when ranked by Revenue
(www.mddionline.com, 2025).

Opportunities -
With future predictions showing people could
be managing more of their own health, the
trends could be pointing towards an increase
in point of care testing as well as
personalised mobile health (Vashist and
Luong, 2018).

Anincrease in point of care testing could
produce further increases in laboratory
testing as these will need confirmation from
laboratories (Di Nardo et al., 2021).

(The Medical Futurist, 2024) mentions that at
home blood testing market could open
opportunity.

Low- middle income countries can be seen
as untapped territories due to the lack of
laboratories which presents as an
opportunity. (WHO, 2020).

Threats -
Very competitive industry with over 40000
products available in yitrgs diagnostic (IVD)
testing (WHO, 2020) and organsiations all
fighting for market share (Exll, 2024).

Growth is slowing within IVD as digital
markets adjacent to IVD testing market could
outgrow IVD (www.mckinsey.com, n.d.).

Tariffs from the US Government for medical
device imports from the UK have introduced
and after agreement have settled at 10%
(Ludlam, 2025)
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QuidelOrtho operats,
sell and manufacture
inmorethan 11
countries which
means that there are.
muliple trade and
manufacturing
agreements that they
must comply with to
be successful.
(QuidelOrtho, 2023)

The manufacturing
sites of QuidelOrtho
are situated in
countries with
relatively low interest
rates (Trading
Economics, 2023).

The number of blood
donations are
increasing across the
globe (World Health
Organization, 2023)
and populationis
increasing year on
year (Ritchie et al.,
2023). This could
mean that the
buyers'patterns will
keep increasing
whichwill promote
‘growth within the
Transfusion Medicine
and Vitros
Diagnostics markets.

‘Artificial Intelligence (A1) could be.
used toincrease operational
efficiency within Vitros Diagnostic
testingand could enhance the
analysis of data for the industry.
Although this s positive there are
many implications that could
arise which would need to be
mitigated for itto be a success
(https:/hwww.iqvia.com/blogs/20
19/03/artificial-intelligence-and-
in-vitro-diagnostics-advancing-
patient-care, 2024).

During the manufacturing of both
Transfusion and Vitros Diagnostic
tests animal serum is used as
part of the inished product.
(Guidelines for the Blood
Transfusion Services Chapter 11:
Reagent manufacture, n.d.) show
That there are strict guidelines on
purchasing and storage which
creates extra expense and
product availability issues.

‘Al medical device
manufacturers that operate.
across the globe must
comply with various laws
and regulatory bodies. For
example, Quidel operatesin
the US, and they must follow
US Food and Drug.
Administration (FDA)
guidelines. The UK
manufacturing facility also
must follow Medicines and
Healthcare products.
Regulatory Agency (MHRA)
Guidelines. Although these
are strict and concise there
are multiple benefits from
complying which helps.
produce quality products
that customers will be happy
with. Although it does come
with costs from Audits, long
trials and registration fees for
drug approvals (White,

2021)

Many countries that
QuidelOrtho operate
within (trade and
manufacturing) are
very close tothe 0
point in stability with
some slightly negative
and some slightly
positive showing a
very stable political
environment within
QuidelOrtho's current
operating market.
(World Bank, 2024)

The countries that
QuidelOrtho operate.
within have very
stable exchange rates
(www.exchange-
rates.org, n.d.).

The United Kingdom (UK) have
committed to a carbon reduction
plan and the largest production
facility of QuidelOrtho (QO) is
based in the UK. QO Pencoed will
have to commit to these plans. A
commitment to these plans could
impact the financials, current
contracts, employment and
compliance. It’s also shown that
even contractors could impact
reaching this goal f they are not
also committed (Poynter, 2023),





