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Technology Transfer in Pharma: Bridging Innovation and Manufacturing Excellence

technology transfer in pharma plays a pivotal role in turning scientific breakthroughs into
accessible medicines that improve lives worldwide. Whether it’s moving a promising drug formulation
from a research lab to a commercial manufacturing site or sharing critical process knowledge
between partners, technology transfer acts as the vital bridge that ensures quality, efficiency, and
regulatory compliance throughout the drug development lifecycle. For pharmaceutical companies,
mastering this complex process is essential not only to accelerate time-to-market but also to maintain
product integrity and meet stringent industry standards.

In this article, we’ll dive deep into the nuances of technology transfer in pharma, exploring its
importance, challenges, best practices, and the evolving trends reshaping this crucial discipline. Along
the way, you’ll gain practical insights into how pharma firms can optimize knowledge sharing, scale-
up production, and ultimately deliver therapies that patients can trust.

Understanding Technology Transfer in Pharma

At its core, technology transfer in pharma refers to the systematic process of transferring product and
process knowledge from one entity to another within the pharmaceutical ecosystem. This could
involve moving a drug manufacturing process from a development laboratory to a commercial
manufacturing facility or between different production sites globally. It often includes transferring
data, documentation, equipment specifications, and manufacturing protocols to ensure consistency
and compliance.

The Role of Technology Transfer in Drug Development

Technology transfer is a critical phase following successful drug discovery and development. Once a
new molecule or formulation is deemed viable, transferring the associated technology enables scaling
up production while preserving the drug’s quality attributes. This step is essential for:

- Ensuring reproducibility of manufacturing processes
- Meeting regulatory expectations for documentation and validation
- Minimizing risks related to product quality or supply chain disruptions
- Facilitating knowledge exchange between R&D, quality assurance, and manufacturing teams

Without effective technology transfer, pharmaceutical companies risk delays, increased costs, and
potential regulatory setbacks.

Key Components of Technology Transfer

Successful technology transfer involves several interconnected elements, including:



Process Documentation: Detailed records of manufacturing procedures, parameters, and
controls.

Analytical Methods: Transfer and validation of quality testing protocols.

Training and Knowledge Sharing: Ensuring personnel at the receiving site understand the
process intricacies.

Equipment and Facilities: Specifications and readiness of production equipment and
cleanroom environments.

Regulatory Compliance: Alignment with guidelines from agencies like the FDA, EMA, and
other global authorities.

Challenges in Technology Transfer in Pharma

Transferring technology within the pharma sector is rarely straightforward. The complexity of drug
products, stringent quality requirements, and regulatory hurdles make this process highly
challenging.

Complexity of Pharmaceutical Processes

Pharmaceutical manufacturing involves precise control over chemical, biological, and physical
parameters. Small deviations can impact product safety and efficacy. Replicating these intricate
processes at a different site demands meticulous attention to detail and comprehensive process
understanding.

Regulatory and Compliance Barriers

Regulatory agencies require thorough documentation and validation during and after technology
transfer. Inconsistent or incomplete data can lead to inspections, product recalls, or approval delays.
Navigating these regulatory landscapes requires expertise and proactive communication.

Communication and Knowledge Gaps

Technology transfer often spans multiple teams, departments, or even external partners. Differences
in organizational culture, expertise, or communication styles can lead to misunderstandings or
knowledge loss. Bridging these gaps is essential to ensure smooth transitions.



Scaling Up from Lab to Commercial Production

Processes optimized at small scale may behave differently when scaled up. Identifying and managing
scale-dependent variables is critical to maintaining product quality and process robustness during
technology transfer.

Best Practices for Effective Technology Transfer in
Pharma

Pharmaceutical companies that excel at technology transfer employ strategic approaches to mitigate
risks and enhance outcomes.

Early and Collaborative Planning

Engaging all stakeholders—R&D, manufacturing, quality, regulatory affairs—early in the drug
development process fosters alignment and shared responsibility. Collaborative planning helps
identify potential bottlenecks and resource needs before transfer begins.

Comprehensive Documentation and Standardization

Maintaining clear, standardized documentation for processes, analytical methods, and equipment
specifications ensures consistency. Using digital platforms to manage and update transfer documents
can streamline access and version control.

Robust Training Programs

Training the receiving site’s personnel on process details, troubleshooting, and quality expectations
reduces errors and accelerates operational readiness. Hands-on sessions, workshops, and knowledge-
sharing portals can enhance learning.

Risk Assessment and Management

Conducting thorough risk assessments helps identify critical process parameters and potential failure
points. Developing mitigation strategies and contingency plans increases resilience during transfer.

Validation and Continuous Monitoring

Post-transfer validation confirms that the process performs as intended at the new site. Ongoing



monitoring ensures sustained quality and allows for timely interventions if deviations arise.

Emerging Trends in Technology Transfer in Pharma

The pharmaceutical industry is evolving rapidly, and technology transfer practices are adapting
accordingly.

Digitalization and Data Integration

Advanced digital tools, such as electronic batch records, manufacturing execution systems (MES), and
cloud-based collaboration platforms, are transforming technology transfer. These solutions improve
traceability, data accuracy, and real-time communication between teams.

Quality by Design (QbD) Approaches

Incorporating QbD principles during development facilitates smoother technology transfer by focusing
on understanding process variables and designing robust processes from the outset. This proactive
approach reduces surprises during scale-up and transfer.

Outsourcing and Contract Manufacturing

Many pharma companies partner with contract development and manufacturing organizations
(CDMOs) to leverage specialized expertise and flexible capacity. Effective technology transfer
protocols are crucial in these collaborations to ensure seamless integration.

Regulatory Harmonization

Global regulatory agencies increasingly align their expectations around technology transfer
documentation and validation. This trend simplifies cross-border transfers and supports multinational
pharmaceutical operations.

Tips for Pharma Companies Navigating Technology
Transfer

Navigating technology transfer successfully requires both strategic foresight and operational
excellence. Here are some practical tips:



Invest in cross-functional teams: Encourage collaboration between R&D, manufacturing,1.
quality, and regulatory teams early and throughout the transfer.

Document everything: From process parameters to training records, comprehensive2.
documentation minimizes ambiguity and supports regulatory compliance.

Leverage technology: Use digital tools for data management, communication, and process3.
monitoring to enhance transparency and efficiency.

Plan for scale-up challenges: Conduct pilot runs or modeling to identify potential issues4.
before full-scale transfer.

Emphasize training: Equip staff with the knowledge and skills needed to maintain process5.
integrity at the receiving site.

Engage with regulators early: Proactively discuss transfer plans and validation strategies to6.
align expectations and avoid surprises.

Technology transfer in pharma is more than just a technical handoff; it’s a complex, collaborative
journey that turns innovation into tangible health solutions. By understanding its challenges,
embracing best practices, and staying ahead of industry trends, pharmaceutical companies can
ensure that the medicines they develop reach patients safely, efficiently, and at the highest quality
standards.

Frequently Asked Questions

What is technology transfer in the pharmaceutical industry?
Technology transfer in the pharmaceutical industry refers to the process of transferring
manufacturing knowledge, processes, and technologies from development to production or between
manufacturing sites to ensure consistent product quality.

Why is technology transfer important in pharma?
Technology transfer is crucial in pharma to maintain product quality, ensure regulatory compliance,
enable scale-up from lab to commercial production, and facilitate global manufacturing and
distribution.

What are the key stages of technology transfer in pharma?
Key stages include process development, documentation transfer, training of manufacturing
personnel, scale-up, validation, and regulatory submission to ensure the technology is effectively and
safely transferred.



What challenges are commonly faced during technology
transfer in pharma?
Challenges include differences in equipment and facilities, variability in raw materials, incomplete
documentation, communication gaps between teams, and regulatory hurdles.

How does regulatory compliance impact technology transfer
in pharma?
Regulatory compliance ensures that the transferred technology meets all quality, safety, and efficacy
standards set by agencies like FDA or EMA, requiring thorough documentation, validation, and
sometimes inspections.

What role does digitalization play in technology transfer in
the pharmaceutical industry?
Digitalization enhances technology transfer by enabling better data management, real-time
monitoring, improved communication, and seamless documentation sharing, leading to faster and
more efficient transfers.

How can companies ensure successful technology transfer in
pharmaceutical manufacturing?
Successful technology transfer requires detailed process documentation, cross-functional
collaboration, training, risk assessment, validation activities, and continuous monitoring post-transfer.

What is the difference between technology transfer and scale-
up in pharma?
Technology transfer involves transferring the process knowledge and technology between sites or
teams, while scale-up focuses on increasing production volume from lab or pilot scale to commercial
manufacturing scale.

How does technology transfer affect drug development
timelines?
Effective technology transfer can shorten drug development timelines by enabling faster scale-up and
production readiness, whereas poor transfer can cause delays due to process inconsistencies or
regulatory issues.

What are the common methods used for technology transfer
in the pharmaceutical sector?
Common methods include direct documentation handover, on-site training, pilot batches,
collaborative workshops, and use of technology transfer agreements to formalize the process.



Additional Resources
Technology Transfer in Pharma: Navigating the Complexities of Innovation and Manufacturing

technology transfer in pharma represents a critical process bridging the gap between drug
development and large-scale production. As pharmaceutical companies innovate new therapies,
vaccines, and biologics, the ability to seamlessly transfer technology—from laboratory-scale research
to commercial manufacturing—is paramount for ensuring product quality, regulatory compliance, and
timely market access. This multifaceted process involves a coordinated exchange of knowledge,
documentation, and technical expertise, often spanning multiple organizations and geographic
locations.

In today’s rapidly evolving pharmaceutical landscape, technology transfer is more than a mere
handoff; it is a strategic enabler of innovation diffusion and operational scalability. Whether
transferring a novel drug substance from R&D to a contract manufacturing organization (CMO) or
scaling up a vaccine production process, the challenges are substantial. These include managing
intellectual property considerations, adhering to stringent regulatory frameworks, and mitigating risks
associated with process variability.

Understanding the Fundamentals of Technology
Transfer in Pharma

At its core, technology transfer in pharma is the systematic process by which a manufacturing
process, analytical method, or formulation developed in one setting is replicated and optimized in
another. The objective is to maintain consistency in product quality while streamlining production
efficiency. This process not only involves transferring physical materials but also intangible
knowledge, such as critical process parameters (CPPs), quality control methods, and validation
protocols.

Key Components of Pharma Technology Transfer

Process Knowledge Transfer: Detailed documentation and training on manufacturing steps,
equipment requirements, and quality attributes.

Analytical Method Transfer: Ensuring that quality control assays and testing procedures are
reproducible at the receiving site.

Regulatory Compliance: Aligning transfer activities with guidelines from agencies such as the
FDA, EMA, and ICH to ensure product approval continuity.

Scale-Up and Optimization: Adapting processes developed at laboratory or pilot scale for
commercial-scale manufacturing.

The interplay of these components is essential for reducing risks such as batch failures, out-of-



specification results, and delays in product launch.

Challenges and Complexities in Pharma Technology
Transfer

Technology transfer in the pharmaceutical sector is uniquely complex compared to other industries
due to the stringent regulatory environment and the critical need for patient safety. One major
challenge lies in the variability of biological materials and the sensitivity of bioprocesses. Unlike
chemical synthesis, biologics manufacturing involves living cells, which can introduce variability that
complicates reproducibility across sites.

Moreover, differences in equipment design, environmental conditions, and staff expertise between the
sending and receiving facilities can impact process performance. For example, a bioreactor
configuration at the development site may differ significantly from that at the commercial
manufacturing site, necessitating process adjustments and revalidation.

Regulatory Landscape and Its Impact

Regulatory agencies mandate comprehensive documentation and validation as part of the technology
transfer to ensure that the product’s safety, efficacy, and quality are uncompromised. The
International Council for Harmonisation (ICH) guidelines, particularly ICH Q8 (Pharmaceutical
Development), Q9 (Quality Risk Management), and Q10 (Pharmaceutical Quality System), provide
frameworks that companies must follow.

Non-compliance or inadequate transfer documentation can lead to regulatory scrutiny, product
recalls, or manufacturing stoppages—consequences that can severely impact a company’s reputation
and profitability.

Best Practices for Effective Technology Transfer

To navigate the intricacies of technology transfer in pharma, organizations adopt structured
approaches that emphasize collaboration, transparency, and meticulous planning.

Comprehensive Transfer Protocols

Developing detailed transfer protocols that outline responsibilities, timelines, and deliverables is
foundational. These protocols typically include:

Pre-Transfer Assessment: Evaluation of the receiving site’s capabilities and readiness.1.

Knowledge Sharing Sessions: Workshops and training to align teams on process details.2.



Trial Batches and Validation Runs: Pilot manufacturing to identify and rectify issues before3.
full-scale production.

Documentation Transfer: Transfer of batch records, standard operating procedures (SOPs),4.
and quality control methods.

Cross-Functional Collaboration

Successful technology transfer requires seamless cooperation among R&D scientists, process
engineers, quality assurance personnel, and regulatory affairs experts. This multidisciplinary
engagement ensures that technical nuances and compliance requirements are fully addressed.

The Role of Digitalization and Advanced Technologies

Recent advancements in digital tools and Industry 4.0 technologies have begun transforming
technology transfer in pharma. Digital platforms enable real-time data sharing, remote monitoring of
process parameters, and enhanced traceability. For example, cloud-based systems facilitate
centralized access to transfer documentation and quality data, reducing miscommunication and
accelerating decision-making.

Artificial intelligence (AI) and machine learning are also being explored to predict process deviations
and optimize scale-up strategies, potentially reducing transfer timelines and costs.

Outsourcing and Contract Manufacturing Organizations
(CMOs)

The pharmaceutical industry increasingly relies on CMOs for technology transfer, especially amid
growing demand for biologics and personalized medicines. Partnering with CMOs introduces additional
layers of complexity, as the transfer must accommodate third-party operational standards and
communication channels.

Selecting a CMO with proven expertise and robust technology transfer frameworks is critical. Due
diligence often involves assessing the CMO’s regulatory compliance history, technical capabilities, and
quality management systems.

Economic and Strategic Implications

Efficient technology transfer directly influences time-to-market and production costs. Delays or
failures in transfer can result in significant financial losses, especially for high-value drugs under
patent protection. Conversely, a robust transfer process supports faster commercialization and
competitive advantage.



From a strategic perspective, technology transfer enables pharmaceutical companies to expand their
manufacturing footprint globally, improving supply chain resilience and responding better to regional
market needs.

---

Technology transfer in pharma remains an intricate, high-stakes endeavor that integrates scientific
rigor with operational excellence. As the industry continues to innovate, adopting best practices and
leveraging digital transformation will be essential to overcoming inherent challenges and ensuring
that life-saving medicines reach patients worldwide with uncompromised quality.

Technology Transfer In Pharma

  technology transfer in pharma: Pharmaceutical Technology Transfer Abhishek Pandey,
Vivek Singh Bhadauria, 2012-02 Successful Technology transfer enables the production of new
dosage form so it is important to remove the barriers to the free flow of technology as well as to the
free flow of science. This book addresses the various concepts and recommendations on the
activities necessary to conduct a successful transfer of technology guidelines. The intention is to
describe the basic considerations needed for successful transfer in order to satisfy the regulatory
authority. It imparts the knowledge of various issues like steps involved in technology transfer,
documentation needed, effective and failure factors, intellectual property rights on technology
transfer, Role of R & D manager, it also emphasized on the policies which are needed to be rebuild
to promote the effective technology transfer from R&D to production level.Ultimate goal of this book
is to provide insight depth to pharmacy research scholar on various key concepts of Pharmaceutical
Technology Transfer in order to carve their technical skills
  technology transfer in pharma: Drug Product Manufacturing Process Ajay Babu Pazhayattil,
Sanjay Sharma, Joe Paul Philip, Michelle Gischewski-Silva, Marzena Ingram, 2023-07-02 Currently,
there are no textbooks on drug product manufacturing technology transfer that incorporate the
latest regulatory expectations. Recent guidance from regulatory bodies such as the US FDA, EMEA,
WHO, and PIC/S has adopted the ICH Lifecycle approach harmonizing concepts across regulatory
guidance. This allows organizations to align their technology transfer activities for all regulated
markets. However, there is a need for consensus and direction in approaching technology transfer,
particularly in understanding how to manage the scale-up effects to ensure regulatory compliance.
This textbook offers technology transfer solutions and guidance to the pharmaceutical industry. The
chapters provide a systematic understanding of applying the technology transfer concepts in
pharmaceutical manufacturing, promoting standardization within the industry. Since Stage 1b is not
specified in detail within the regulations, pharmaceutical organizations are left to determine the
requirements of the stage. The need to justify the methodologies and utilization of sound science
makes it more demanding. The textbook’s authors provide innovative solutions for technology
transfer challenges, making it a comprehensive reference document. The approaches can be applied
to both small-molecule and large-molecule drug product manufacturing segments, addressing the
unmet needs of the industry.
  technology transfer in pharma: Handbook of Stability Testing in Pharmaceutical
Development Kim Huynh-Ba, 2008-11-16 This handbook is the first to cover all aspects of stability
testing in pharmaceutical development. Written by a group of international experts, the book
presents a scientific understanding of regulations and balances methodologies and best practices.
  technology transfer in pharma: Developing Solid Oral Dosage Forms Yihong Qiu, Yisheng
Chen, Geoff G.Z. Zhang, Lirong Liu, William Porter, 2009-03-10 Developing Solid Oral Dosage Forms

https://www.americancontractorsorganization.org/archive-th-177/technology-transfer-in-pharma.pdf


is intended for pharmaceutical professionals engaged in research and development of oral dosage
forms. It covers essential principles of physical pharmacy, biopharmaceutics and industrial
pharmacy as well as various aspects of state-of-the-art techniques and approaches in pharmaceutical
sciences and technologies along with examples and/or case studies in product development. The
objective of this book is to offer updated (or current) knowledge and skills required for rational oral
product design and development. The specific goals are to provide readers with: - Basics of modern
theories of physical pharmacy, biopharmaceutics and industrial pharmacy and their applications
throughout the entire process of research and development of oral dosage forms - Tools and
approaches of preformulation investigation, formulation/process design, characterization and
scale-up in pharmaceutical sciences and technologies - New developments, challenges, trends,
opportunities, intellectual property issues and regulations in solid product development - The first
book (ever) that provides comprehensive and in-depth coverage of what's required for developing
high quality pharmaceutical products to meet international standards - It covers a broad scope of
topics that encompass the entire spectrum of solid dosage form development for the global market,
including the most updated science and technologies, practice, applications, regulation, intellectual
property protection and new development trends with case studies in every chapter - A strong team
of more than 50 well-established authors/co-authors of diverse background, knowledge, skills and
experience from industry, academia and regulatory agencies
  technology transfer in pharma: Global Pharmaceutical Policy Frederick M. Abbott,
Maurice Nelson Graham Dukes, Graham Dukes, 2009-01-01 There is a strong argument that people
throughout the world have a right to receive the medicines they need in an appropriate, affordable,
and timely way. Global Pharmaceutical Policy describes the laws, policies, and customs relating to
the development and provision of medicines, identifies their strengths and weakness, and then
proposes global solutions for getting things better. Here is a masterpiece written in a clear and
elegant style. Together, Dukes and Abbott have experience and insight that are unrivalled. Joe
Collier, Emeritus Professor of Medicines Policy, St George s, University of London, UK
Pharmaceuticals play a central role in health care throughout the world. The pharmaceutical
industry is beset with difficulties as increasing research and development expenditure yields fewer
new treatments. Public and private budgets strain under the weight of high prices and limited
access. The world s poor see little effort to address diseases prevalent in less affluent societies,
while the world s wealthy are overusing prescription drugs, risking their health and wasting
resources. As the global economic crisis exacerbates pressure on health care budgets, a new
presidential administration in Washington, DC has committed to broad health care reform. These
circumstances form the backdrop for this extraordinarily timely examination of the global system for
the development, production, distribution and use of medicines. The authors are acknowledged
experts in the fields of pharmaceutical law and policy, with many years experience advising
governments, multilateral organizations and policy-makers on issues involving innovation, access
and use of medicines. Supported by a team of independent scientists, doctors and lawyers, they take
an insightful look at the issues surrounding global regulation of the pharmaceutical sector, and offer
pragmatic suggestions for reform. This book will be of interest to government policy-makers,
members of industry, healthcare professionals, teachers, students and lawyers in the fields of public
health, intellectual property and international trade.
  technology transfer in pharma: Pharmaceutical and Biomedical Project Management in
a Changing Global Environment Scott D. Babler, 2011-01-06 Pharmaceutical and Biomedical
Portfolio Management in a Changing Global Environment explores some of the critical forces at
work today in the complex endeavour of pharmaceutical and medical product development. Written
by experienced professionals, and including real-world approaches and best practice examples, this
new title addresses three key areas – small molecules, large molecules, and medical devices - and
provides hard-to-find, consolidated information relevant to and needed by pharmaceutical, biotech,
and medical device company managers.
  technology transfer in pharma: Technology Transfer Systems in the United States and



Germany National Academy of Engineering, Fraunhofer Institute for Systems and Innovation
Research, 1997-10-26 This book explores major similarities and differences in the structure,
conduct, and performance of the national technology transfer systems of Germany and the United
States. It maps the technology transfer landscape in each country in detail, uses case studies to
examine the dynamics of technology transfer in four major technology areas, and identifies areas
and opportunities for further mutual learning between the two national systems.
  technology transfer in pharma: The Transfer of Technology Anthony J. Mackay, 1984
  technology transfer in pharma: Regulatory Affairs in Industrial Pharmacy in India
Madhu Verma, Iti Chauhan, 2025-09-09 This book comprehensively explores the regulatory
frameworks governing pharmaceutical manufacturing, quality control, and approvals in Indian
pharmaceutical scenarios. Tailored for industry professionals, students, and researchers, it bridges
the knowledge gaps in regulatory affairs in the pharmaceutical industry. Covering key topics such as
pilot plant scale-up, SUPAC (Scale-Up and Post Approval Changes), technology transfer, regulatory
requirements, and quality management systems, it offers insights into navigating the complexities of
Indian regulatory requirements. A must-read for those aiming to excel in pharmaceutical regulation,
the book serves as a roadmap for ensuring efficiency, safety, and compliance in pharmaceutical
industries operating in India.
  technology transfer in pharma: Encyclopedia of Pharmaceutical Technology James
Swarbrick, 2013-07-01 Presenting authoritative and engaging articles on all aspects of drug
development, dosage, manufacturing, and regulation, this Third Edition enables the pharmaceutical
specialist and novice alike to keep abreast of developments in this rapidly evolving and highly
competitive field. A dependable reference tool and constant companion for years to com
  technology transfer in pharma: Pharmaceutical Process Development A. John Blacker,
Mike T. Williams, Michael T. Williams, Royal Society of Chemistry (Great Britain), 2011 This book is
aimed at both graduates and postgraduates interested in a career in the pharmaceutical industry
and informs them about the breadth of the work carried out in chemical research and development
departments. It is also of value to academics wishing to advise students on the merits of careers in
chemical development versus discovery.
  technology transfer in pharma: Active Pharmaceutical Ingredients Stanley Nusim, 2016-04-19
To successfully bring an Active Pharmaceutical Ingredient (API) to market, many steps must be
followed to ensure compliance with governmental regulations. This book is an unparalleled guide to
the development, manufacturing, and regulation of the preparation and use of APIs globally. This
secoond edition brings readers up-to-date with the quality control regulations for APIs that have
been added or amended since the first edition. These updates help ensure that pharmaceutical
professionals and drug manufacturers meet the established and required guidelines set forth by the
US and international regulatory industries.
  technology transfer in pharma: The Pharmaceutical Industry Ethan N. Parvis, 2002
Politicians consistently wage high-profile battles over prescription drugs and the companies that
make them. The dilemma is balancing the pharmaceutical industry's need to make a profit with the
public's need for affordable medical care. This book presents analyses of the federal government's
regulation of the drug industry and the arguments over the prices of prescription drugs.
  technology transfer in pharma: A case study on the ecosystem for local production of
pharmaceuticals, vaccines, and biologicals World Health Organization, 2024-05-06 The Local
Production and Assistance (LPA) Unit in the Regulation and Prequalification Department (RPQ),
Access to Medicines and Health Products Division (MHP), WHO, supports Member States (MS),
particularly low- and middle-income countries (LMICs), to strengthen sustainable local production
and technology transfer to improve timely, equitable access to quality, safe and effective essential
medical products. The LPA Unit provides assistance and support to MS with an ecosystem-wide and
holistic approach, such as fostering global coordination and partnerships, conducting ecosystem
assessments for sustainable, quality local production, developing and implementing
strategies/roadmaps, providing comprehensive capacity building and technical assistance, including



for WHO Prequalification (PQ)/Emergency Use Listing (EUL), facilitating technology transfer (TT)
and developing global resources on local production and TT. A landmark resolution WHA74.6 on
strengthening local production of medicines and other health technologies to improve access was
adopted in the Seventy-fourth World Health Assembly, signalling globally the important role local
production plays in improving access and strengthening health security. Within this mandate, the
LPA Unit, developed a series of case studies on the ecosystem for local production of
pharmaceuticals, vaccines and biologicals, with a focus on country context in the low-and
middle-income countries. These case studies add to the existing repository of resources on
strengthening local production and technology transfer of health products for countries to leverage
upon when countries embark in these areas. The countries in this series are Bangladesh, Kenya,
Nigeria, Pakistan, Senegal and Tunisia. From July to September 2022, a series of interviews and
consultative meetings, including a review of available literature, policies and other documents, and
administration of a questionnaire, were performed. This case study is intended to report the collated
information in areas such as available policies, initiatives, financing, regulatory system, patent
protection system, research and development work, markets and capacity and preparedness to
uptake local production of quality-assured pharmaceuticals, vaccines (including mRNA vaccines),
and biologicals. The expectations and needs of these countries were also collected and included in
the case study, along with proposed recommendations, for the reader to see various viewpoints
towards strengthening sustainable local production and achieving universal health coverage and the
Sustainable Development Goals.
  technology transfer in pharma: Intellectual Property, Pharmaceuticals and Public
Health Kenneth C. Shadlen, S. Guennif, 2011-01-01 'This impressive collection offers fascinating
new perspectives on the impact of pharmaceutical patents on access to medicines in developing
countries. The volume's editors have put together an important book that sets out clearly the
challenges to public health in a wide range of national contexts. The book will be a valuable text for
all scholars and decision-makers interested in the global politics of intellectual property rights and
public health.' – Duncan Matthews, Queen Mary, University of London, UK This up-to-date book
examines pharmaceutical development, access to medicines, and the protection of public health in
the context of two fundamental changes that the global political economy has undergone since the
1970s, the globalization of trade and production and the increased harmonization of national
regulations on intellectual property rights. With authors from eleven different countries presenting
case studies of national experiences in Africa, Asia and the Americas, the book analyzes national
strategies to promote pharmaceutical innovation, while at the same time assuring widespread access
to medicines through generic pharmaceutical production and generic pharmaceutical importation.
The expert chapters focus on patents as well as an array of regulatory instruments, including pricing
and drug registration policies. Presenting in-depth analysis and original empirical research, this
book will strongly appeal to academics and students of intellectual property, international health,
international political economy, international development and law.
  technology transfer in pharma: Knowledge Management in the Pharmaceutical Industry
Elisabeth Goodman, John Riddell, 2016-04-22 The Pharmaceutical Industry has been undergoing a
major transformation since the heady days of 'big pharma' in the 1970s and 80s. Patent expiry, the
rise of generics, and the decline of the blockbuster drug have all changed the landscape over the last
10-15 years. It's an environment where products can take 10 years or more to come to market,
billions are spent on research and development, jobs are being shed in the western pharma
homelands and regulators and the public are more demanding than ever. So what part is Knowledge
Management playing and going to play in this vital international industry? Knowledge Management
(KM) has many facets from providing comprehensive knowledge bases for workers, through the
sharing of advice and problem solving, to providing an environment for innovation and change. This
book, focusing on research and development, and manufacturing-based companies, explores how a
range of techniques and approaches have been applied in the unique environment of the
Pharmaceutical Industry, and examine how it can help the industry in the 21st century. Whilst the



book is centered on the Pharmaceutical Industry, its objective will be to discuss and demonstrate
how Knowledge Management can be applied in a variety of environments, and with a range of
cultural issues. KM practitioners, and potential practitioners, both within and outside the
Pharmaceutical Industry, will be able to gain valuable guidance and advice from both the examples
of good practice and the lessons learned by the authors and contributors.
  technology transfer in pharma: Pharma Interview Questions and Answers Abhishek
Chouhan, Pharma Interview Questions and Answers. This book contain all the information that will
help you crack any Pharmaceutical interview as well as Questions and Answers. This book is suitable
for Production, Quality assurance, Quality control, Regulatory affairs, Research and development,
product development and Pharmacovigilance etc.
  technology transfer in pharma: Micro- and Nanotechnologies-Based Product Development
Neelesh Kumar Mehra, Arvind Gulbake, 2021-09-06 This book provides comprehensive information
of the nanotechnology-based pharmaceutical product development including a diverse range of
arenas such as liposomes, nanoparticles, fullerenes, hydrogels, thermally responsive externally
activated theranostics (TREAT), hydrogels, microspheres, micro- and nanoemulsions and carbon
nanomaterials. It covers the micro- and nanotechnological aspects for pharmaceutical product
development with the product development point of view and also covers the industrial aspects,
novel technologies, stability studies, validation, safety and toxicity profiles, regulatory perspectives,
scale-up technologies and fundamental concept in the development of products. Salient Features:
Covers micro- and nanotechnology approaches with current trends with safety and efficacy in
product development. Presents an overview of the recent progress of stability testing, reverse
engineering, validation and regulatory perspectives as per regulatory requirements. Provides a
comprehensive overview of the latest research related to micro- and nanotechnologies including
designing, optimisation, validation and scale-up of micro- and nanotechnologies. Is edited by two
well-known researchers by contribution of vivid chapters from renowned scientists across the globe
in the field of pharmaceutical sciences. Dr. Neelesh Kumar Mehra is working as an Assistant
Professor of Pharmaceutics & Biopharmaceutics at the Department of Pharmaceutics, National
Institute of Pharmaceutical Education & Research (NIPER), Hyderabad, India. He received ‘TEAM
AWARD’ for successful commercialisation of an ophthalmic suspension product. He has authored
more than 60 peer-reviewed publications in highly reputed international journals and more than 10
book chapter contributions. He has filed patents on manufacturing process and composition to
improved therapeutic efficacy for topical delivery. He guided PhD and MS students for their
dissertations/research projects. He has received numerous outstanding awards including Young
Scientist Award and Team Award for his research output. He recently published one edited book,
‘Dendrimers in Nanomedicine: Concept, Theory and Regulatory Perspectives’, in CRC Press.
Currently, he is editing books on nano drug delivery-based products with Elsevier Pvt Ltd. He has
rich research and teaching experience in the formulation and development of complex, innovative
ophthalmic and injectable biopharmaceutical products including micro- and nanotechnologies for
regulated market. Dr. Arvind Gulbake is working as an Assistant Professor at the Faculty of
Pharmacy, School of Pharmaceutical & Population Health Informatics, at DIT University, Dehradun,
India. He has authored more than 40 peer-reviewed publications in highly reputed international
journals, four book chapters and a patent contribution. He has received outstanding awards
including Young Scientist Award and BRG Travel Award for his research. He is an assistant editor
for IJAP. He guided PhD and MS students for their dissertations/research projects. He has
successfully completed extramural project funded by SERB, New Delhi, Government of India. He has
more than 12 years of research and teaching experience in the formulation and development of
nanopharmaceuticals.
  technology transfer in pharma: Technology Transfer in the Pharmaceutical Industry , 1972
  technology transfer in pharma: Institutional Corruption Theory in Pharmaceutical
Industry-Medicine Relationships Anna Laskai, 2020-05-06 ​This book discusses the influence of the
pharmaceutical industry on the practice of medicine, and the observed and potential pitfalls of such



partnerships. It argues that the pharmaceutical industry has become indispensable to many of the
activities of the medical profession across the pharmaceutical product lifecycle, and examines the
regulatory, ethical, professional and institutional difficulties that arise from these interactions. With
data drawn from over 80 qualitative accounts from medical, pharmaceutical, regulatory and
healthcare professionals, this book uses both Hungary and the Netherlands as case studies to
demonstrate the potential problem of undue pharmaceutical industry influence within the
relationships fostered with the profession of medicine. Chapters systematically describe the lifecycle
of a pharmaceutical product from research to distribution, demonstrating the interdependency of
industry and medicine. Arguing that the medical profession should be a buffer between the
pharmaceutical industry interests and patient interests, the book explores how undue industry
influence weakens the ability of the medical profession to do so. Using the theory of institutional
corruption, the book aims to analyze how conflict of interest and the weakening of institutional
imperatives is a result of institutional interactions rather than individual actions. Appropriate for
students and researchers of the pharmaceutical industry, corporate corruption, and those working in
NGOs and policy making, this unique volume is an comprehensive look at the complex relationship
between medicine and pharmacy.
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