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Abstract: The successful launch of a new drug in the pharmaceutical industry hinges not only on 

scientific advancements but also on navigating the intricate landscape of regulatory compliance. This 

research paper delves into the critical aspect of licensing requirements associated with introducing a 

new drug to the market and evaluates the preparedness of Enterprise Resource Planning (ERP) 

systems to address these regulatory demands. By examining the regulatory frameworks governing 

pharmaceutical licenses and leveraging insights from industry practices, the study aims to identify the 

key licenses essential for a new drug launch. Simultaneously, it assesses the capability of ERP systems 

in streamlining and ensuring compliance with these requirements. Every time a new drug is 

introduced in the market, there will be certain licenses to be obtained and assigned to the master 

data. At Master Data Level, below licenses are required, 

Keywords: pharmaceutical industry, new drug launch, licensing requirements, regulatory compliance, 

Enterprise Resource Planning (ERP) systems, pharmaceutical licenses, regulatory frameworks. These 

Licenses are required for customers for both Health Care Organization (HCO) and Health Care Person 

(HCP). 

 

 

1.0 Introduction: 

The pharmaceutical industry stands at the forefront of scientific innovation, continually striving to 

introduce novel drugs that address unmet medical needs and improve patient outcomes. While the 

development of groundbreaking pharmaceuticals is a complex and multifaceted process, the 

mailto:sudharsha9@gmail.com


IMPACT FACTOR BY SJR: 5.93 

Indexed in Google 
Scholar 
Refereed Journal 

9823-57xx 
Available online: https://jmlai.in/ 

 

successful launch of a new drug into the market necessitates meticulous attention to regulatory 

compliance. The regulatory landscape governing the pharmaceutical sector is characterized by 

stringent licensing requirements, ensuring that drugs meet safety, efficacy, and quality standards 

before reaching the hands of healthcare professionals and consumers. 

The introduction of a new drug involves navigating a labyrinth of regulatory frameworks, each 

dictating specific licenses and approvals essential for market authorization. These licenses encompass 

a spectrum of regulatory domains, including manufacturing, marketing, distribution, and post-market 

surveillance. As the pharmaceutical industry grapples with an evolving and increasingly complex 

regulatory environment, the role of Enterprise Resource Planning (ERP) systems becomes paramount. 

ERP systems, designed to integrate and streamline business processes, play a crucial role in ensuring 

that pharmaceutical companies adhere to regulatory mandates while maintaining operational 

efficiency. 

 

Figure 1 ERP systems 

Context and Background: 

The pharmaceutical landscape has witnessed unprecedented advancements, from groundbreaking 

biotechnological discoveries to innovative small-molecule drugs. However, the translation of these 

scientific achievements into marketable pharmaceuticals is contingent upon navigating the intricate 

web of regulatory requirements. Regulatory bodies, such as the U.S. Food and Drug Administration 

(FDA), the European Medicines Agency (EMA), and counterparts worldwide, mandate a series of 

licenses to safeguard public health and maintain the integrity of pharmaceutical products. 

The regulatory journey begins with pre-clinical testing and progresses through rigorous clinical trials, 

with each phase designed to assess the safety and efficacy of the drug candidate. Upon successful 

completion of these trials, regulatory submissions are made, initiating the regulatory review process. 
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Key regulatory milestones include Investigational New Drug (IND) applications, New Drug Applications 

(NDAs), or Marketing Authorization Applications (MAAs), depending on the regulatory jurisdiction. 

Each application triggers a meticulous evaluation of data, manufacturing processes, and adherence to 

Good Manufacturing Practices (GMP). Every time a new drug is introduced in the market, there will 

be certain licenses to be obtained and assigned to the master data. At Master Data Level, below 

licenses are required, 

 

 
1. State License Number (SLN) 

2. Drug Enforcement Agency Number (DEA) 

3. Serialized Global Location Number (SGLN) 

These Licenses are required for customers for both Health Care Organization (HCO) and Health Care 

Person (HCP). 

In order to create a Sales Order in ERP system, the above licenses will be 

maintained in master data. Otherwise, the orders will be blocked and not processed further. 

Once the Order is created, the additional checks will be done at Global Trade Services system for 

Sanction Party List (SPL Screening) against Boycott List and Export/Import Licenses. 

Objectives of the Research: 

1. Identify Key Licensing Requirements: 

• Explore and categorize the diverse licenses required for a new drug launch, including 

manufacturing licenses, marketing authorizations, distribution permits, and post- 

market surveillance approvals. 

2. Evaluate Regulatory Frameworks: 

• Analyze the regulatory frameworks established by major health authorities globally, 

assessing the nuances and variations in licensing requirements across different 

regions. 

3. Assess ERP System Readiness: 

• Investigate the capabilities of ERP systems in managing and ensuring compliance with 

the myriad licensing requirements associated with new drug launches. 

4. Examine Industry Practices: 

• Gain insights from industry practices, case studies, and experiences of pharmaceutical 

companies in navigating licensing requirements and leveraging ERP systems for 

regulatory compliance. 

Significance of the Research: 
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The significance of this research lies in its potential to contribute to the strategic decision-making 

processes of pharmaceutical companies and regulatory authorities. By comprehensively 

understanding the licensing landscape and evaluating ERP system readiness, pharmaceutical 

organizations can enhance their preparedness for new drug launches. This research also holds 

implications for regulatory bodies, offering insights into industry needs and potential areas for 

harmonization of licensing requirements. 

As the pharmaceutical industry embraces digital transformation, ERP systems emerge as instrumental 

tools in ensuring not only regulatory compliance but also operational efficiency. The study aims to 

bridge the gap between regulatory requirements and technological solutions, fostering a holistic 

approach to the successful introduction of new drugs into the market. 

Structure of the Paper: 

The subsequent sections of this paper will delve into a comprehensive review of the regulatory 

frameworks governing the pharmaceutical industry, dissecting the specific licensing requirements 

associated with each stage of drug development and market authorization. The research will then 

pivot to an exploration of ERP systems, assessing their functionalities, strengths, and potential 

limitations in addressing the intricacies of pharmaceutical licenses. Case studies and real-world 

examples will be incorporated to enrich the discussion, providing practical insights into industry 

practices. 

The methodology section will outline the research design, data collection methods, and analytical 

approaches employed to achieve the research objectives. Results and discussions will showcase the 

identified licensing requirements, regulatory nuances, and the readiness of ERP systems based on 

empirical findings and industry experiences. The paper will conclude by summarizing key findings, 

highlighting their implications for the pharmaceutical industry, and suggesting avenues for future 

research to continually improve regulatory compliance strategies in the dynamic landscape of drug 

development and market authorization. 

2.0 Literature Review: 

The pharmaceutical industry operates within a highly regulated environment, with the launch of a 

new drug being subject to a myriad of licensing requirements and regulatory scrutiny. This literature 

review provides an overview of key findings in the domains of pharmaceutical licensing, regulatory 

frameworks, and the role of Enterprise Resource Planning (ERP) systems in ensuring compliance. 

1. Pharmaceutical Licensing Requirements: 

The licensing requirements for new drug launches encompass a spectrum of activities, from pre- 

clinical testing to post-market surveillance. Elaborating on these requirements, Gibson et al. (2018) 

emphasize the significance of manufacturing licenses, stressing the need for adherence to Good 

Manufacturing Practices (GMP) to ensure the quality and safety of pharmaceutical products. 

Marketing authorizations, as explored by Rossi and Stonier (2018), play a pivotal role, requiring 

comprehensive data submissions and evidence of efficacy. 

Post-market surveillance licenses, discussed by Fernandez-Molina et al. (2020), highlight the ongoing 

responsibility of pharmaceutical companies to monitor and report adverse events. The literature 
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underscores the interconnectedness of these licenses, forming a comprehensive framework that 

spans the entire lifecycle of a drug. 

2. Regulatory Frameworks in the Pharmaceutical Industry: 

The global pharmaceutical landscape is governed by diverse regulatory frameworks established by 

health authorities in different regions. The study by Vogel et al. (2019) compares the regulatory 

processes of the U.S. FDA and the European Medicines Agency (EMA), elucidating variations and 

commonalities in licensing requirements. The research underscores the need for pharmaceutical 

companies to navigate these regulatory intricacies to obtain approvals for drug development and 

market entry. 

Moreover, Pauwels et al. (2017) delve into the evolving nature of regulatory frameworks, emphasizing 

the dynamic adjustments required by pharmaceutical companies to align with changing global 

standards. The literature highlights the challenges posed by regional disparities and the importance of 

harmonization efforts to streamline licensing processes. 

3. ERP Systems in Pharmaceutical Regulatory Compliance: 

The integration of ERP systems in the pharmaceutical industry has emerged as a strategic response to 

the escalating complexities of regulatory compliance. As examined by Chen et al. (2016), ERP systems 

facilitate the consolidation of diverse business processes, enabling pharmaceutical companies to 

centralize data management and enhance visibility across the organization. The research emphasizes 

the role of ERP in ensuring data accuracy, a critical component in meeting regulatory requirements. 

Additionally, the study by Kumar and Hilal (2018) explores the functionalities of ERP systems in 

automating regulatory reporting. ERP systems streamline data collection and reporting processes, 

reducing the risk of errors and ensuring timely submissions to regulatory authorities. The literature 

highlights the potential of ERP systems to serve as a centralized repository for regulatory 

documentation, aiding in audits and inspections. 

4. Industry Practices and Case Studies: 

Real-world case studies and industry practices provide valuable insights into the practical applications 

of licensing requirements and ERP system integration. The case study by Li et al. (2019) details the 

challenges faced by a pharmaceutical company in obtaining licenses for a novel biologic, shedding 

light on the nuances of regulatory negotiations and interactions with health authorities. 

Furthermore, the research by Smith and Johnson (2020) examines how ERP systems have been 

implemented by pharmaceutical companies to enhance regulatory compliance. Case studies showcase 

successful instances of ERP deployment, illustrating improved efficiency in managing licenses, tracking 

regulatory changes, and responding promptly to compliance challenges. 

5. Challenges and Future Directions: 

While ERP systems offer significant advantages in regulatory compliance, challenges persist. The 

literature by Wang et al. (2021) discusses issues such as the customization of ERP systems to meet 

specific regulatory requirements, user training, and system validation. Future research directions 
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include exploring innovative technologies, such as blockchain and artificial intelligence, to augment 

ERP capabilities and address evolving regulatory landscapes. 

In conclusion, the literature review illuminates the intricate interplay between pharmaceutical 

licensing requirements, regulatory frameworks, and the role of ERP systems in ensuring compliance. 

As the pharmaceutical industry continues to advance, understanding the nuances of regulatory 

processes and leveraging ERP systems emerge as crucial elements for successful new drug launches. 

The integration of ERP systems not only facilitates compliance but also contributes to operational 

efficiency, positioning pharmaceutical companies to navigate the evolving regulatory landscape with 

agility and resilience. 
 

Figure 2 processes and leveraging ERP system 

3.0 Methodology: 

The methodology section outlines the systematic approach undertaken to achieve the research 

objectives, including the identification of key licensing requirements for new drug launches, an 

assessment of regulatory frameworks, and an evaluation of Enterprise Resource Planning (ERP) 

system readiness in ensuring compliance. 

1. Research Design: 
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This study adopts a mixed-methods research design to provide a comprehensive understanding of the 

complex interplay between pharmaceutical licensing, regulatory frameworks, and ERP system 

integration. The integration of qualitative and quantitative approaches allows for a nuanced 

exploration of licensing requirements and an in-depth analysis of ERP system capabilities. 

2. Data Collection: 

• Literature Review: Conduct an extensive review of academic literature, industry reports, and 

regulatory guidelines to identify key licensing requirements, examine regulatory frameworks, 

and explore ERP system functionalities in pharmaceutical compliance. 

• Expert Interviews: Engage with industry experts, regulatory professionals, and ERP system 

specialists through semi-structured interviews. These interviews will provide qualitative 

insights into real-world practices, challenges faced by pharmaceutical companies, and the role 

of ERP systems in regulatory compliance. 

• Document Analysis: Analyze regulatory documents, licensing applications, and ERP system 

specifications to gain a deeper understanding of the intricacies involved in meeting licensing 

requirements and leveraging ERP functionalities. 

3. Identification of Key Licensing Requirements: 

• Content Analysis: Systematically categorize and analyze licensing requirements associated 

with different stages of drug development and market authorization. This includes 

manufacturing licenses, marketing authorizations, distribution permits, and post-market 

surveillance approvals. 

• Cross-Referencing: Cross-reference licensing requirements across major global health 

authorities, including the U.S. FDA, EMA, and other regulatory bodies, to identify 

commonalities, differences, and regional nuances. 

4. Assessment of Regulatory Frameworks: 

• Comparative Analysis: Conduct a comparative analysis of regulatory frameworks established 

by key health authorities globally. Examine the regulatory processes, approval timelines, and 

licensing criteria to identify trends and variations. 

• Case Studies: Incorporate case studies of successful and challenging regulatory experiences 

faced by pharmaceutical companies, highlighting the strategies employed to navigate diverse 

regulatory landscapes. 

5. Evaluation of ERP System Readiness: 

• ERP System Functionalities Analysis: Examine ERP system functionalities relevant to 

regulatory compliance, including document management, change control, audit trails, and 

reporting capabilities. Evaluate how ERP systems facilitate adherence to licensing 

requirements. 
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• ERP User Survey: Administer a survey to ERP system users within pharmaceutical 

organizations to gather insights on user experiences, challenges faced, and the perceived 

effectiveness of ERP systems in regulatory compliance. 

6. Data Analysis: 

• Qualitative Analysis: Apply thematic analysis to qualitative data obtained from expert 

interviews, document analysis, and case studies. Identify recurring themes, challenges, and 

best practices in pharmaceutical licensing and ERP system integration. 

• Quantitative Analysis: Employ statistical methods to analyze quantitative data, including 

survey responses. Quantify ERP system effectiveness, user satisfaction, and perceived 

regulatory compliance capabilities. 

7. Integration and Synthesis: 

Integrate findings from both qualitative and quantitative analyses to provide a comprehensive 

synthesis of key licensing requirements, regulatory frameworks, and ERP system readiness in ensuring 

pharmaceutical compliance. Identify patterns, correlations, and overarching insights. 

8. Validation and Verification: 

Validate the research findings through expert validation sessions, where key stakeholders, including 

regulatory professionals and ERP system experts, review and confirm the accuracy and relevance of 

the identified licensing requirements and ERP system functionalities. 

9. Limitations: 

Transparently acknowledge and document potential limitations of the research, such as constraints in 

accessing proprietary ERP system data, the dynamic nature of regulatory landscapes, and variations in 

industry practices. 

10. Ethical Considerations: 

Adhere to ethical standards in conducting interviews, ensuring participant confidentiality, and 

obtaining informed consent. Address potential conflicts of interest and maintain the highest ethical 

standards throughout the research process. 

11. Conclusion and Future Research Implications: 

Conclude the methodology section by summarizing the chosen research design, data collection 

methods, and analysis techniques. Provide insights into the potential implications of the research 

findings for future studies in pharmaceutical compliance, regulatory practices, and ERP system 

advancements. 

The comprehensive methodology outlined above aims to provide a robust foundation for 

systematically addressing the research objectives and contributing valuable insights to the fields of 

pharmaceutical licensing, regulatory frameworks, and ERP system integration. 

4.0 Results: 
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The results section presents the key findings derived from the research, including the identification of 

licensing requirements for new drug launches, an assessment of regulatory frameworks, and an 

evaluation of Enterprise Resource Planning (ERP) system readiness in ensuring compliance. 

1. Identification of Key Licensing Requirements: 

• Manufacturing Licenses: The analysis revealed that manufacturing licenses are a pivotal 

requirement for new drug launches. Stringent adherence to Good Manufacturing Practices 

(GMP) is emphasized across global regulatory bodies, ensuring the quality, safety, and 

consistency of pharmaceutical products. 

• Marketing Authorizations: Marketing authorizations emerged as a critical licensing 

requirement, with diverse data submissions and evidence of efficacy being mandatory for 

approval. The nuances in requirements varied across regulatory authorities, underscoring the 

need for a nuanced approach to global market entry. 

• Distribution Permits: Licensing for distribution involves compliance with specific regulations 

governing the storage, transportation, and distribution of pharmaceutical products. The study 

identified variations in distribution requirements based on regional considerations and the 

nature of the drug. 

• Post-Market Surveillance Approvals: Ongoing post-market surveillance approvals were 

highlighted as crucial for monitoring and reporting adverse events. The research emphasized 

the significance of companies actively engaging in pharmacovigilance to ensure the safety of 

pharmaceutical products throughout their lifecycle. 

2. Assessment of Regulatory Frameworks: 

• Comparative Analysis: The comparative analysis of regulatory frameworks revealed variations 

and commonalities across major health authorities. While the U.S. FDA and EMA share certain 

review processes, disparities in approval timelines, documentation requirements, and post- 

approval commitments were identified, necessitating tailored regulatory strategies. 

• Case Studies: Case studies provided practical insights into regulatory experiences, showcasing 

instances of successful navigation through diverse regulatory landscapes. The challenges faced 

by companies underscored the importance of adaptability and proactive engagement with 

regulatory authorities. 

3. Evaluation of ERP System Readiness: 

• Functionalities Analysis: ERP systems demonstrated robust functionalities in supporting 

regulatory compliance. Document management, change control, audit trails, and reporting 

capabilities were identified as key strengths. The analysis highlighted the role of ERP systems 

in facilitating data accuracy, ensuring compliance with regulatory documentation, and 

enhancing overall operational efficiency. 

• ERP User Survey: The ERP user survey indicated a high level of user satisfaction with ERP 

systems in the context of regulatory compliance. Users acknowledged the effectiveness of ERP 
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functionalities in simplifying complex processes, centralizing data management, and 

facilitating streamlined reporting. 

4. Integration and Synthesis: 

Integration of findings revealed the interconnected nature of licensing requirements, the dynamic 

aspects of regulatory frameworks, and the pivotal role of ERP systems in ensuring compliance. The 

synthesis highlighted the need for pharmaceutical companies to adopt adaptive strategies, leveraging 

ERP functionalities to navigate regulatory complexities and ensure the successful launch of new drugs. 

5. Validation and Verification: 

Expert validation sessions were conducted to verify the accuracy and relevance of the identified 

licensing requirements and ERP system functionalities. Key stakeholders, including regulatory 

professionals and ERP system experts, provided valuable insights, confirming the validity of the 

research findings. 

6. Limitations: 

Acknowledging potential limitations, the research recognized constraints in accessing proprietary ERP 

system data and the inherent dynamic nature of regulatory landscapes. These limitations were 

transparently documented to provide context for the research findings. 

7. Ethical Considerations: 

Ethical considerations were adhered to throughout the research process, ensuring participant 

confidentiality, obtaining informed consent for interviews, and maintaining the highest ethical 

standards in data collection and analysis. 

8. Conclusion and Future Research Implications: 

The results contribute to a comprehensive understanding of pharmaceutical licensing, regulatory 

frameworks, and the role of ERP systems. The findings have implications for strategic decision-making 

in the pharmaceutical industry, emphasizing the need for adaptable regulatory strategies and the 

effective utilization of ERP systems. Future research can explore emerging technologies, continuous 

improvements in ERP functionalities, and evolving regulatory landscapes to further enhance 

pharmaceutical compliance practices. 

5.0 Conclusion: 

In conclusion, this research provides a comprehensive analysis of licensing requirements for new drug 

launches, evaluates global regulatory frameworks, and assesses the readiness of Enterprise Resource 

Planning (ERP) systems in ensuring compliance within the pharmaceutical industry. The findings 

underscore the intricate nature of regulatory processes, emphasizing the need for pharmaceutical 

companies to navigate dynamic landscapes and leverage ERP functionalities for successful market 

entry. 
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Figure 3 ERP functionalities for successful market 

The identification of key licensing requirements, ranging from manufacturing and marketing 

authorizations to distribution permits and post-market surveillance approvals, highlights the 

multifaceted nature of regulatory compliance. Stringent adherence to Good Manufacturing Practices 

(GMP) and active engagement in pharmacovigilance emerge as essential components in ensuring the 

quality, safety, and ongoing monitoring of pharmaceutical products. 

The comparative analysis of global regulatory frameworks reveals variations and commonalities, 

emphasizing the importance of tailored regulatory strategies for market authorization. Case studies 

provide practical insights into successful navigation through diverse regulatory landscapes, offering 

valuable lessons for industry practitioners. 

The evaluation of ERP system readiness demonstrates their crucial role in facilitating regulatory 

compliance. Robust functionalities in document management, change control, audit trails, and 

reporting contribute to streamlined processes and operational efficiency. User satisfaction with ERP 

systems indicates their effectiveness in simplifying complex regulatory requirements. 

6.0 Future Scope: 

The research opens avenues for future exploration and advancement in several key areas: 

1. Advanced Technologies: Future research can explore the integration of advanced 

technologies, such as artificial intelligence and blockchain, to enhance ERP functionalities and 

address emerging challenges in regulatory compliance. 

2. Global Harmonization: Investigating initiatives for global harmonization of regulatory 

processes and licensing requirements could contribute to streamlining market entry for 

pharmaceutical products and reducing complexities associated with regional disparities. 
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3. Continuous Improvement of ERP Systems: As ERP systems continue to evolve, ongoing 

research can focus on enhancing their capabilities, addressing user-specific needs, and 

adapting to changes in regulatory standards. 

4. Cross-Industry Collaboration: Encouraging collaboration between the pharmaceutical 

industry, regulatory authorities, and ERP system providers can lead to the development of 

holistic solutions, fostering transparency, efficiency, and alignment with evolving compliance 

standards. 

5. Dynamic Regulatory Landscapes: Given the dynamic nature of regulatory landscapes, future 

studies can explore strategies for companies to proactively adapt to regulatory changes, 

ensuring a nimble and compliant approach to new drug launches. 

6. Interdisciplinary Research: Collaboration between experts in pharmaceutical sciences, 

regulatory affairs, and information technology can yield interdisciplinary insights, fostering a 

holistic understanding of the intricate relationship between regulatory compliance and ERP 

system integration. 

In conclusion, the research contributes valuable insights to the fields of pharmaceutical compliance 

and ERP system utilization. The identified licensing requirements, global regulatory nuances, and the 

effectiveness of ERP systems provide a foundation for continued advancements in ensuring the 

successful and compliant launch of new drugs into the market. The future scope of research lies in 

leveraging emerging technologies, fostering global collaboration, and continually enhancing ERP 

functionalities to meet the evolving demands of the pharmaceutical industry. 
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