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[bookmark: _Toc143766358]Executive Summary

The report provides a complete and straightforward overview of Alimera Sciences Inc.'s company operations. It offers detailed information on all relevant data, including SWOT Analysis, ESG Spotlight, Financial KPIs & Benchmarking, and more. The report provides a comprehensive assessment of Alimera Sciences Inc.'s overall strategic status by combining various strategic studies. This comprehensive examination assists in making educated decisions, strategic planning, and developing long-term organisational Strategy.
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Small and medium-sized firms (SMEs) have long been the focus of academic research. It is comprehensible, given their significant contribution to global economic development and prosperity. Evidence suggests that SMEs are critical to creating innovative and creative industries in today's business world. They are also regarded as a significant source of job possibilities—a strategic researcher's interest in research. The pharmaceutical industry is known for making substantial investments in research and development (R&D) that can result in significant rewards when a new drug is successfully launched. To maintain their competitive edge, pharmaceutical companies allocate substantial funds to keep their research pipeline active and develop new treatments for the market. (Banerjee et al.; A.,2015).
Small and medium-sized enterprises (SMEs) are playing a significant role in global trade. The Organisation for Economic Cooperation and Development (OECD) and other sources report that SMEs account for a considerable portion of exports in most industrialized nations. Nevertheless, additional research is necessary to understand how these companies' performance is affected by their international entrepreneurial orientation and the effectiveness of techniques related to this concept. Through empirical analysis of contemporary SMEs, a structural model has been created to highlight the importance of having an international entrepreneurial orientation and engaging in key strategic activities. These findings have significant implications for both field management and research (Knight, G.A., 2001).
Most SMEs' internal capabilities and access hurdles were the most important, and that business environment barriers, including trade policy, were of less importance. However, a shift in perspective emerges when SME responses are segmented based on how active they are in international markets. Instead of businesses that were active exporters, passive exporters' primary worries regarded often financial and access limitations. Mostly static equilibrium theories coming from the discipline of industrial economics, are unconcerned with the dynamics of growth, and are preoccupied with achieving economies of scale and minimising long-run unit costs. Many people believe that the enormous firm is the ultimate steady conclusion of expansion because there is no apparent limit to a business's size (Perry, 1982; O'Farrell & Hitchens, 1988). Penrose's (1959) views on the availability of managerial time and experience, and its impact on the achievable growth rate for a corporation, are especially relevant in this situation (McMahon, R.G., 1998).
Stochastic models of business growth, established chiefly in economics, show that "many factors affect growth and, thus, there is no dominant theory". In this context, it is critical to remember Gibrat's (1931) proportionate impact law, which claims that business growth rates are independent of enterprise size. O'Farrell and Hitchens (1988) present empirical evidence that supports Gibrat's law for manufacturing SMEs, as well as evidence that suggests that the variability of growth rate reduces with firm size. As a result of their export experience, concerns had grown regarding how their company environment was operating (Carvalho et al.; T., 2014).
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This report distinguishes a type of internationalised SME, offering managers and business owners a better understanding of the essential strategic alternatives and how they relate to the performance of businesses worldwide. Before conducting empirical research on American SMEs, we analyze the strategic orientations and behavior of global SMEs. To better understand the relationship between strategic categories and global performance of small and medium-sized enterprises (SMEs), cluster analysis can be used to group them into four broad categories based on empirical data. These categories include an entrepreneurial/growth-oriented group, a customer-oriented group, a product/inward-oriented cluster, and a group of organizations lacking a clear strategic direction. Once these categories are identified, logistic regression can be utilized to explore their relationship with global performance. When the characteristics of the strategic clusters are examined, it is obvious that increased international performance is the consequence of a proactive, clear-cut strategic orientation that fits with corporate strategy. It exemplifies the critical and positive role that strategists play. According to the organisation under consideration, they have the opportunity to make a difference in someone's life every day, therefore we use our knowledge, unique treatments, and involvement with doctors, patients, and partners to do so.
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"How is the company going to win in the coming period?" That is the essential question in developing a strategy. To succeed at anything good, the company must have a game plan. Professional sports teams understand this, and it applies to any organisation, department, squad, and individual. To be successful, the company must understand how to maximise talents and resources. Actually, it is tough to "win" without this game plan. Michael Porter is widely recognized as the foremost researcher in strategic management over the past three decades due to the groundbreaking concepts he presented in his influential publication. Competitive strategy is a crucial aspect of the field, addressing many of the key topics in strategic management. His responses to questions such as "What is the acceptable dependent variable in strategic management research and practice?" "What is the proper theoretical framework for analysing strategic management problems?" and "What is the proper theoretical framework for analysing strategic management problems?" 'In this field, what is the proper analytical unit?' as well as 'What is the role of broader socioeconomic issues in this field?' His concept of Competitive Strategy is still impacting debates thirty years after it was first published. Whether one agrees or disagrees with Porter's solutions to these concerns, they have had an influence. There needed to be more unanimity on the purpose of strategic management practice or study prior to Competitive Strategy. Others argued that understanding the determinants of employee satisfaction should be the field's critical goal. In contrast, still, others argue that understanding how firms satisfy all of their stakeholders should be the field's primary goal. Indeed, Porter provides a decent synthesis of these many perspectives at the start of Competitive Strategy (Huggins et al.; H., 2011)
The VRIO framework serves as the text's organisational underpinning. It develops a decision-making framework for students while analysing case studies and commercial issues. Students frequently perceive concepts, models, and theories (across all of their education) to be fragmented and disjointed. Strategy is no different. This viewpoint promotes rote memory rather than proper comprehension. VRIO connects ideas by acting as a consistent framework. 
 1. The Value Question: Does a resource enable a corporation to capitalise on an environmental opportunity or mitigate an environmental threat?
2. The Rarity Question: Do only a few competing firms currently hold a resource?
3. Imitability: Do enterprises lacking a resource incur a cost disadvantage in acquiring or developing it?
 4. The Organisational Question: Are a firm's other policies and processes organised to facilitate using its valuable, uncommon, and expensive-to-copy resources?
When a company identifies its mission, the strategic management process begins. The mission of a company is its long-term goal. Mission statements outline what a company wants to be in the long run and what it wants to avoid in the short term. Mission statements are frequently used to document missions (Barney et al., WSWS, 2019).
How do they approach strategy development? Many of us ponder opportunities and then plan how to capitalise on them. Unfortunately, while this method is necessary, we need to consider much more to succeed. After all, there is no purpose in crafting a strategy that ignores competitor reactions or fails to consider the organisation's culture and skills. It would also be wasteful not to capitalise on the company's capabilities, whether evident or not. To achieve success, it's important to develop a plan of action in advance and employ a strategy that outsmarts the opposition. By understanding the influence of past actions on future outcomes, we can position ourselves effectively in a competitive environment and differentiate our products. It's also crucial to consider the impact of organizational culture and group thinking on strategic decision-making. By thoroughly understanding each element and implementing them, we can create a practical and achievable business strategy (Mintzberg et al.; J., 2009).
In Hamel's experience, organisations frequently approach innovation piecemeal or regard it as the responsibility of a few specialised groups, such as R&D or a corporate incubator. Instead, he contends that leaders must strive to make innovation a fundamental competency. Intuit, a financial software company, is one such example. Businesses can compete in three ways: by creating key strengths that make their products and services stand out, establishing a worldwide distribution network and recognisable brand, and focusing on maintaining their products' quality. Out of these, the most critical factor for future success is developing unique capabilities that enhance the functionality of their offerings (Prahalad et al.; G., 1994).
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Alimera Sciences Inc. is a pharmaceutical company that specializes in developing and selling prescription ophthalmic drugs. One of their products, Iluvien, is an intravitreal implant containing fluocinolone acetonide. It is primarily used to treat diabetic macular oedema (DME) in patients who have not responded well to corticosteroid treatment without experiencing an increase in intraocular pressure (IOP). Iluvien is also used to treat other conditions such as retinal vein occlusion, proliferative diabetic retinopathy, wet and dry age-related macular degeneration (AMD), and non-infectious uveitis affecting the posterior portion of the eye (NIU-PS). Alimera exports its products to various countries including Germany, Spain, the United Kingdom, Denmark, Finland, Austria, Portugal, and France. Their corporate offices are located in Alpharetta, Georgia in the United States (Marketline.com, 2023). Iluvien, an intravitreal implant that releases a constant microdose of the non-proprietary corticosteroid fluocinolone acetonide (FAc) in the eye over 36 months, is the company's sole commercial product. It is recommended for treating non-infectious uveitis affecting the posterior segment of the eye (NIU-PS) and diabetic macular oedema (DME). Iluvien enables a self-sealing wound when it is non-surgically put in the patient's eye's back (Marketline.com, 2023).
Iluvien was introduced by Alimera in 2013 for the treatment of recurrent non-infectious uveitis affecting the posterior segment of the eye (NIU-PS) in Germany and the UK. In 2015, it was introduced in the US and Portugal and in 2019, in Germany and the UK. This method is also adopted for the treatment of diabetic macular oedema (DME). Iluvien has been granted marketing authorization in several countries including the US, Belgium, Australia, Austria, Denmark, Finland, the Czech Republic, Germany, France, Ireland, Italy, the Netherlands, Portugal, Luxembourg, Norway, Poland, Sweden, Spain, and the UK. Diluvian is prescribed for patients with DME in the US, Kuwait, Lebanon, and the United Arab Emirates who have already finished a course of corticosteroids but did not show a clinically significant increase in intraocular pressure (IOP).In the European Economic Area (EEA) countries, Iluvien is advised for treating vision impairment brought on by DME in patients who did not respond to earlier therapies. The company markets Iluvien both directly in the United States, Germany, the United Kingdom, Portugal, and Ireland and through distributors in France, Luxembourg, Italy, Spain, the Netherlands, Belgium, Canada, Australia, New Zealand, and many Middle Eastern countries (Marketline.com, 2023). Alimera's sole commercial product is Iluvien. It is an intravitreal implant that, over a 36-month period, administers a constant microdose of the non-proprietary corticosteroid fluocinolone acetonide (FAc) in the eye. It is used to treat diabetic macular oedema (DME) and recurrent non-infectious uveitis of the posterior portion of the eye (NIU-PS). Iluvien, when placed non-surgically in the back of the patient's eye, provides for a self-sealing incision. It improves eyesight while reducing the adverse effects of long-term intravitreal corticosteroid administration, including high IOP in DME patients. Alimera does ophthalmic pharmaceutical research. The business is undertaking clinical trials on Iluvien to treat a variety of other disorders, including macular oedema linked with RVO, moderately severe to severe NPDR progression to proliferative diabetic retinopathy, dry age-related macular degeneration (AMD), and wet AMD. To that purpose, the corporation spent $16.2 million on R&D in FY2022. The company also intends to examine acquisition and in-licensing options for technology or substances with potential eye disease therapy applications (Marketline.com, 2023).
The company invested US$ 3 million in capital during FY2022. Financial analysis uses a neural network, a method designed to recognise, cluster and classify patterns, in oder to evaluate a company's financial performance and situation. It includes going over the company's financial statements, such as the balance sheet, income statement, and cash flow statement, as well as any other financial reports and records (ZXhang, Y.X., Haxo, Y.M. and Mat, YXYX, 2023).
As a commercial-stage, international pharmaceutical company, Alimera Sciences, Inc., and its subsidiaries are working on marketing ILUVIEN for the treatment of diabetic macular oedema (DME), one of the leading causes of blindness, as well as non-infectious uveitis affecting the posterior segment of the eye (NIU-PS). Its cutting-edge sustained-release intravitreal implant, called ILUVIEN, helps patients preserve their vision for extended periods and, more critically, with fewer injections. The company market ILUVIEN in the United States, Europe, China, and the Middle East. They are also researching ILUVIEN in a clinical trial called the New Day Study, where its effectiveness as a first-line treatment for individuals with early DME is assessed by contrasting it with the anti-VEGF therapy that is now the gold standard of care. Alimera aims to help patients, doctors, and partners concerned about preserving improved vision for a more extended period. The firm will issue and sell 15,000 shares of Series B Preferred at the Tranche 2 Closing for an average purchase price per share equal to the Stated Value, generating total gross proceeds of $15.0 million. The Tranche 2 Closing shall be consummated no later than December 31, 2023, and shall be approved by Us and the holders of the Preferred Majority of the Outstanding Series B Preferred Stock. Subject to any applicable Nasdaq listing restrictions, the Tranche 2 Closing proceeds, if any, will be used to support possible in-licenses or acquisitions of new technologies, products, or businesses in the ophthalmology sector. The US, International, and other segments comprise the company's three reportable business divisions (Marketline.com, 2023).
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Strategic Analysis (SWOT) & external analysis by applying P.E.S.T.E.L. model

The term SWOT stands for Strengths, Weaknesses, Opportunities, and Threats. Internal variables are the strengths and weaknesses of the organisation (or partnership, if applicable to the project at hand). Outside of the organisation, opportunities and risks emerge. SWOT analysis is a well-known and often used tool; the method described here deviates slightly from traditional SWOT analysis to produce the most potent results (Gomer et al.; J., 2015).
PESTEL, as a SWOT-companion approach, relies on the assessment of the external context by diving into specific types of problems that frequently hinder project/initiative implementation. The abbreviation 'PESTEL' stands for Political, Economic, Social, Technological, Environmental, and Legal. Finding the factors in each of these six areas that are crucial to the project at hand is what PESTEL entails. PESTEL has a strong emphasis on identifying trends. As a result, it is advantageous to think proactively and anticipate change rather than becoming overwhelmed by it (Yüksel, I., 2012).
Applying the above approaches and methods to Alimera Sciences Inc. (Alimera) we obtain a series of learnings. Iluvien, the company's flagship product, the business performance of the US market, and its attention to research and development are strong qualities; nonetheless, reliance on distributors may be a significant source of concern. Strategic alliances, regulatory clearances, the growing market for diabetes care devices, and the future market for ocular disorders could all benefit the company. However, Alimera's potential for expansion may be limited by severe competition, government limitations, and reliance on outside producers. As mentioned before, the strength of Alimera is the Iluvien Research and Development, which is the lead product. The company's weaknesses are based on International Business performance; many opportunities can be relying on distributors. Approvals and Strategic Agreements Market Prospects: Ophthalmic Issues Diabetes Care Devices are Increasing market threats. Those  are companies' internal strengths and weaknesses in terms of capabilities and resources (physical resources, financial resources and human resources and skills- administration skills, management skills and technological skills). Counting on Third-Party Manufacturers Government Regulations on Competition (Marketline.com, 2023). 
The company's revenue is primarily generated in the United States. In FY2022, the segment accounted for 63.2% of the company's sales. For FY2022, the segment recorded revenue of $34.2 million, a 27.9% increase year over year. The company's sales increased by 23% in 2022 compared to the previous year due to increased customer demand. The company's efforts to communicate with customers in various ways, as well as the publishing of its PALADIN Study, contributed to this boost. The units purchased by physicians and pharmacists from the company's distributors are referred to as end-user demand. The company's geographical footprint is limited due to its over-reliance on the distributor network for promoting its products. Alimera relies heavily on its distributors to advertise its products in international marketplaces across the globe. In fiscal year 2022, the company received 63% and 55% of its revenue from two pharmaceutical distributors. Termination of agreements with one or a few big distributors may have an impact on business operations (Marketline.com, 2023).
Alimera's marketplaces are defined by severe competition, rising industry standards, and novel business practices. The competitive environment determines the demand for its products, which involves the timely creation and delivery of new and competitive items, as well as the company's response to downward price pressure in order to retain competition. Roche's Lucentis and Avastin, Regeneron's Eylea (aflibercept), and Allergan's Ozurdex (dexamethasone intravitreal implant) are all competitors for Iluvien. Several pharmaceutical companies, including Regeneron Pharmaceuticals Inc, NeoVista Inc, and others, are developing competitive therapies for wet AMD through a variety of approaches. The existence and development of these things by competitors may have a detrimental impact on the company's product marketability (Marketline.com, 2023).
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To increase its market presence and operational effectiveness, the corporation entered into strategic alliances. In April 2023, the company agreed with Horus Pharma to expand their relationship beyond France, Belgium, Luxembourg, and the Netherlands in order to increase commercialisation efforts for ILUVIEN in the Nordic countries of Denmark, Finland, Norway, and Sweden for both diabetic macular oedema and non-infectious uveitis affecting the posterior segment of the eye. The company will be able to expand its market reach as a result. Alimera Sciences Europe Limited has reached a deal with Medis Pharmaceutical to market ILUVIEN for non-infectious uveitis in November 2022. This arrangement will allow the company to provide clinicians and patients with information about retinal health and how to retain better eyesight for longer. The operations of the company are governed by various state, federal, and governmental regulations, both current and upcoming. Additionally, regulatory agencies such as the US Food and Drug Administration (FDA) enforce rules and guidelines, while state and local environmental laws and regulations must also be adhered to. Non-compliance with these regulations can result in severe consequences, including unexpected compliance costs, high taxes, seizures, product recalls, and legal penalties. It is recommended to consider strategic initiatives such as the 14th New Day Study and The Intravitreal ILUVIEN® Implant as Baseline Therapy in Patients with Early Diabetic Macular Edema: A Prospective, Randomized, Controlled Study. In a direct comparison between a corticosteroid and an anti-VEGF drug (aflibercept), ILUVIEN is being assessed as a potential standard treatment for patients with diabetic macular oedema. The research on ILUVIEN includes a cytokine substudy and electro-retinal graph readings that provide evidence of potential neuroprotection. The findings show that ILUVIEN results in reduced disease recurrence, lower treatment frequency, better disease control, and reduced retinal damage when compared to the current standard of care therapy. There will be conducted 18-month research in the United States and aims to unroll 300 patients at over 40 sites through PALADIN Research, within a 36-month phase 4, open-label, prospective, observational trial at 41 sites across the United States. The research has been strongly supported by multiple real-world investigations. According to the US label for ILUVIEN, only 2.97% of eyes required IOP lowering surgery, and out of those cases, only 50% were due to steroid-induced ocular hypertension. This is in contrast to the 4.8% found in the FAME Studies. The treatment load was significantly reduced by 70.5%. Patients' anatomical changes were statistically lower at all time points when compared to their baseline. Patients who received treatment early on in their disease saw significant improvement, gaining over three times as many letters (5.7 vs. 1.8). The business is currently targeting new markets to get started and hopes to expand globally in the near future (alimerasciences.com, 2023). ILUVIEN has additional releases that show its effectiveness in controlling non-infectious posterior segment uveitis. The median weeks to recurrence are actively managed, and there is a mean recurrence rate for ILUVIEN. The first indication of uveitis is now considered "prevention," which further highlights ILUVIEN's ability to reduce the recurrence of retinal disease. It is estimated that ILUVIEN has a market share of 15% to 20% of the DME market. Currently, there is no anti-VEGF competition, and steroids are the current gold standard of treatment. ILUVIEN is currently available in Spain, the Netherlands, the United Kingdom, and recently in Germany, with plans to expand to France and Italy in Q4 (alimerasciences.com, 2023).
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The plan dictates how the company will win, and how well serving clients is frequently regarded as winning. Customers and shareholders must be satisfied by for-profit businesses. Governments, organisations, and project teams must satisfy other stakeholders. When establishing a plan, these requirements must be taken into account. The first step is determining clients' and stakeholders' identities. What do clients want? Who are the key figures in success? Stakeholder analysis can help uncover these requirements and preferences. Examining the market thoroughly as well. It occurs to answer crucial questions such as "How is our market segmented?", "What subpopulations can we reach cost-effectively?" and "What is our optimal Marketing Mix?" In the following, it will be analysed how several external pivotal stakeholders engaging in direct economic exchange will impact its business. Alimera might benefit from the rising market for ophthalmic medicines. The growing target population will fuel market expansion due to the increased frequency of eye illnesses such as dry eye syndrome (DES), macular degeneration, and uveitis. Dry eye syndrome and macular degeneration are becoming more common as the population ages. According to internal research projections, the AMD industry is predicted to increase at an 8.3% CAGR (Compound Annual Growth Rate) to $5,562 million by 2023. It is the most common reason for seeking eye care in the older population, which is predicted to grow exponentially as the population as mentioned above ages. The rising prevalence of diabetes will present Alimera with new revenue prospects as well as considerable opportunities to expand as a leading provider of diabetes diagnostics solutions (Marketline.com, 2023). In this context, third-party manufacturer facilities that fail to fulfil current good manufacturing practices have a detrimental influence on the company's product development and commercialisation efforts. The corporation uses third-party manufacturers for product development. This reliance on third-party sources could expose the organisation to several risks. Only a few firms follow the FDA and European Union's reasonable manufacturing practices regulations. Failure of the company's third-party manufacturers to follow current good manufacturing practices or other regulatory requirements will result in delays in the availability of products for commercial use or clinical testing (Marketline.com, 2023). In this case, an entity may use a derivative with terms that match the critical terms of the hedged item (this is commonly referred to as a 'hypothetical derivative'). To illustrate, if there is a hedge in place for a risk that exists on both sides of the current market level, a forward contract that is adjusted to zero at the time of disclosure would be the hypothetical derivative. In the event that a hedging relationship is formed to mitigate a one-sided risk, the hypothetical derivative would represent the intrinsic value of a hypothetical option. This option would be in the black if the price level being hedged is the same as the current market level, or out of the black if the price level is above (or below) the current market level. This fabricated derivative mimics the hedged item and produces the same result no matter how the value change was computed (ZXhang, Y.X., Haxo, Y.M. and Mat, YXYX, 2023). 
A purchase agreement has been made by a group of investors to acquire up to 27,000 newly designated shares of Series B Convertible Preferred Stock, each with a par value of $0.01, and warrants that entitle them to buy up to 5,714,286 shares of common stock on March 24th, 2023. The maximum purchase price is $27.0 million, which will be paid in two installments. The company is focused on finding cures for illnesses of the retina, with a particular emphasis on patients suffering from geographic atrophy (GAGA) and dry AMD, as they have unmet medical needs. Pre-clinical investigations have demonstrated the effectiveness of Iluvien (the minor version) in treating retinal degeneration. The business spent $16.2 million, which is 29.9% of the total revenue, more than the previous year in plate number 1. Alimera focuses on addressing medical needs for conditions affecting the retina or the back of the eye. Their plans include expanding the commercialization of Iluvien for DME treatment to other countries outside of the United States and Europe, marketing Iluvien for NIU-PS treatment in Europe, and increasing Iluvien's reach in the US and Europe for DME treatment.  The company aims to broaden a range of ophthalmic products by acquiring and licensing medications and medical technologies that treat eye conditions. They are currently advocating for Iluvien as a secure and effective treatment for patients with DME and NIU-PS, which requires fewer injections for up to three years. Iluvien will be accessible for retinal problems, and they plan to develop and promote more eye care products using our expertise in the future (Marketline.com, 2023). 
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The SME must adopt an entirely new approach to strategic planning and management to build an extensive infrastructure network based on shared resources with other businesses. We are using Internet-based information technology. The adjustment of essential characteristics of an SME environment through a virtual organising perspective is central to the SMALL framework (Tetteh et al.; J., 2001).
Significant product development uncertainty, high R&D expenditures, limits on cross-border sales, and a variety of alliances are further noteworthy sector traits. We looked at the drivers and outcomes of both domestic and international mergers in this sector. Our estimates show that businesses with significant R&D spending as a share of overall sales but few drug approvals are more likely to engage in international M&A. Domestic mergers frequently involve businesses with smaller medication portfolios and lesser R&D as a percentage of sales. (Igartua, J.I., Garrigós, J.A. and Hervas-Oliver, J.L., 2010).
Management ideas, techniques, and analytical frameworks are among the several strategy instruments managers utilise in strategy formation. Some usage studies have examined the potential benefits of employing specific technologies in the firm. Their importance in strategic planning has also been investigated, focusing on the ability of such tools to simplify an organisation's inherent complexities (Igartua, J.I., Garrigós, J.A. and Hervas-Oliver, J.L., 2010).
When asked most organisational executives about their areas of focus, they will hear that Strategy is one of their top priorities. Unfortunately, too many leaders spend too much time and energy developing Strategy and need more time working out how to implement that Strategy throughout the organisation. To properly execute an organisation's Strategy, it must be the attention of all employees. It is the responsibility of leaders to generate, monitor, and reward that focus when it manifests itself. So, how do we supply the leadership required to implement strategies in such a way that they can be realised in every part of an organisation? If we focus on the Three Cs of Strategy, we will be well on the way to success in this endeavour. The plan outlines how it will accomplish success, regardless of how that success is defined. When establishing a strategy for a team, or an organisation, the process is just as crucial as the outcome. Identify particular capabilities and understand how to leverage them best while minimising hazards. The process and tools described above will assist in identifying many potential success strategies so that we can ultimately select the one that is best for the company (forbes.com, 2023).
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