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Draft Concept Note 
 

Training workshop on key enabling factors for successful local 

production and supply of quality-assured medical products 
 

Background 

Low- and middle-income countries (LMICs) still face challenges in access to quality-assured essential medicines 

and health products. Universal health coverage will be achieved in the South-East Asia Region only if there are 

significant improvements in access to medicines.1  Local production of quality essential medicines is a key pillar in 

strengthening access to medicines.  Local production has been a subject of discussions in the World Health 

Assembly (WHA) since the 1970s. The adoption of the Global Strategy and Plan of Action on Public Health 

Innovation and Intellectual Property by the World Health Assembly in 2008 brought a new focus on local 

production as one action to contribute towards promoting innovation, building capacity and improving access to 

essential medicines and health products.  

There has been growing interest by LMICs to embark on local production. Member States requested for support in 

promoting local production at the 71st WHA in the context of discussions on the global shortage of, and access to, 

medicines and vaccines. Local production has been cited in several high-level declarations and international fora 

as a potential strategy to ensure health security through uninterrupted supply of medical products; attain universal 

health coverage; and achieve cross-cutting health targets embedded in the Sustainable Development Goals2. At the 

72nd WHA Technical Briefing on Local Production3, the first interagency statement on promoting local production 

was launched, signalling the aim of 6 international organizations to work holistically, strategically and 

collaboratively with governments and other stakeholders in promoting sustainable quality local production.  

The pharmaceutical sector in South-East Asia has seen strong growth in recent years, fuelled by an expanding 

middle class and a rise in personal income.  Local production in the WHO South-East Asia Region varies 

considerably with India being the largest player, having generated 90% of the region’s exports during the period 

2001 to 2018.  During the same period, Indonesia, Myanmar, Thailand and Timor-Leste accounted for 81% of the 

region’s imports.4  The pharmaceutical sector is seen as a strategic sector, and high dependency on imports of 

essential medicines and other health products have raised concerns. These include continuity of supply, national 

health security, and high prices due to high transport costs, long delivery times and the risk of lower quality products 

in local markets.  Strengthening quality local production in import-intensive countries in the WHO South-East Asia 

Region will greatly improve security of supply, shorten supply lead times and upgrade quality assurance in the 

region. 

Governments have moved to promote local pharmaceutical production through various policy instruments. The 

Thailand Board of Investments offers several tax and non-tax incentives for the manufacturing of medical devices, 

                                                             
1 Improving access to medicines in the South-East Asia Region: Progress, Challenges, Priorities – WHO Regional Office for 
South-East Asia 2017 ISBN: 978 92 9022 590 4 
2 E.g. SDG 3: “ensure healthy lives and promote wellbeing for all”; SDG 8: “Promote inclusive and sustainable economic 
growth, employment and decent work for all”; SDG 9: “Build resilient infrastructure, promote sustainable industrialization 

and foster innovation etc.” 
3 The interagency statement on promoting local production is available on the WHO website at this link: 
https://www.who.int/phi/implementation/tech_transfer/en/. 
4 https://trademap.org – Trade statistics for international business development 

https://www.who.int/phi/implementation/tech_transfer/en/
https://trademap.org/
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scientific equipment, pharmaceuticals and for the biotechnology sector.  Tax incentives include corporate income 

tax exemption and exemption from import duty.  Non-tax incentives include permission to bring in expatriates, to 

take or remit foreign currency abroad, and to own land.5   

Almost 95% (by value) of the raw materials required by the Bangladesh pharmaceutical sector are imported.  Most 

of these active pharmaceutical ingredients (APIs) are imported from China, South Korea and India.  For reducing 

dependency on imported APIs, the Bangladesh government has offered a host of incentives for driving the local 

API industry.6  As per the proposal, the government will give unconditional tax-holiday to all API and laboratory 

reagents producers, both local and joint ventures, for five years from fiscal 2016-17 to fiscal 2021-22.  Producers 

manufacturing at least five molecules every year would be entitled to a 100% tax holiday from fiscal 2021-22 

through to 31 December 2032.  Firms that will produce at least three molecules will be entitled to a 75% tax holiday.  

According to the draft policy, value-added tax (VAT) and VAT deduction at source will be waived on purchase 

and sales of locally made API, laboratory reagents, all raw materials, immovable assets and services up to 2032.  

The policy proposes a 20 percent cash incentive if producers add at least 20 percent value in their production.7 

Local production in LMICs has largely been confined to the manufacturing of small molecules.  Biotechnology 

products, which include biosimilars, are more complex large molecules.  The strong interest in the ASEAN 

(Association of Southeast Asian Nations) region in biotechnology as one of the main areas of cooperation in science 

and technology was recognized when the Working Group on Biotechnology was established in 1983.  One of the 

goals of the working group is to promote the regional cooperation in biotechnology for the development of drugs, 

diagnostics and vaccines.   

Biotechnology products are becoming an important aspect of treatment for certain diseases.  The inclusion of 

biosimilars in the WHO 21st Essential Medicines List is a testimony to this.  High manufacturing costs and 

complexity can hinder biosimilar production.  Large-scale investments in R&D, long development processes and 

cost-effectiveness requirements significantly limit the growth of the biosimilars market in LMICs.  Technology 

transfer presents a huge opportunity in advancing biosimilar production in LMICs. 

Strengthening local production is a cross-cutting endeavour. Sustainable local production requires effective 

multisectoral collaboration to promote an enabling investment, legal and technical environments. Lessons learned 

in providing technical assistance to manufacturers suggest that the scope of assistance needs to be expanded beyond 

GMP and quality assurance standards into other key areas such as business and policy considerations, which are 

necessary for local production to be successful. Against this backdrop, WHO is organizing a workshop to present 

and discuss key enabling factors for the successful local production of quality-assured medical products. 

Objectives 

The specific objectives for the workshop are to: 

i. Provide training and guidance to manufacturers and other participants on key business, policy, regulatory 

and other factors critical to successful local production of medical products. 

ii. Share experiences and lessons learned in achieving quality local production of medical products. 

                                                             
5 Life Sciences and Health in Thailand, Netherlands Embassy in Bangkok www.netherlandsandyou.nl April 2018 
6 Pharmaceutical Industries of Bangladesh - https://databd.co/profiles/industries/profile-pharmaceuticals 
7 A new horizon opens for pharmaceutical ingredient makers - https://www.thedailystar.net/business/new-horizon-opens-

pharma-ingredient-makers-1561084 

http://www.netherlandsandyou.nl/
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iii.  Understand the gaps and needs in building the capacity of local manufacturers and regulators to promote 

quality local production. 

Workshop topics  

The workshop is divided into four complementary sessions. The draft agenda is attached as Annex 1. 

1. Leveraging the business environment for local production 

An enabling business environment is critical for manufacturers to not only achieve and sustain production and 

supply of quality assured products, but also to grow by expanding product portfolios to meet anticipated demand in 

priority medicines, thereby contributing to access, and supply security. Local manufacturers need a deep 

understanding of the prevailing business environment, its impact on their operations, and how they can influence 

the environment to strengthen business’ performance. 

 

Session objective: 

▪ To build an understanding of the pharmaceutical business environment required for successful local 

pharmaceutical production and supply of quality medicines 

 

Session topics: 

▪ Requirements for technology transfer and joint ventures 

▪ Lessons learned from technology transfer initiatives 

▪ Financing options for local pharmaceutical manufacturers 

▪ Pharmaceutical Investment Project Preparation and Appraisal 

▪ Access to business intelligence and demand forecasting 

▪ Access to medicines patents  

▪ Market access and competitiveness in national and international tender markets  

▪ Company experiences related to the business environment 

2. Compliance with international GXP norms and other quality standards 

Production of medicines with assured quality is an essential contributor to public health. This can be achieved 

through application of, and adherence to, GMP and other quality standards throughout the product’s life cycle.  

 

Session objective: 

▪ To build an understanding of norms, standards and practices required to produce essential medicines with 

assured quality, efficacy and safety 

 

Session topics: 

▪ Achieving facility compliance with WHO/international GXP standards 

▪ Designing a cGMP Facility 

▪ Risk-based product selection for quality local production 

▪ Achieving product quality compliance with WHO/international quality assurance standards 

▪ Selection, contracting and audit of quality service providers  

▪ Company experiences related to compliance 
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3. Regulatory affairs  

Manufacturers must possess a thorough understanding of regulatory affairs and open communication with 

regulators to facilitate registration and marketing of the finished products as well as product life cycle management. 

An interdependent relationship exists between the manufacturer and regulator, which is an essential component 

towards ensuring quality, efficacy and safety. 

 

Session objective: 

▪ To build capacity in regulatory affairs that is necessary to facilitate access to markets 

 

Session topics: 

▪ Good submission practices  

▪ Accelerating registration procedures: regional harmonization programmes   

▪ Regulatory support for local production of medical products 

▪ Dossier evaluation, NRAs’ experiences with local manufacturers 

▪ Company experiences in regulatory affairs 

4. Opportunities and Challenges for local production of vaccines, medical devices and blood products  

Blood products, medical devices and vaccines present new growth opportunities and challenges for manufacturers 

in the WHO South-East Asia Region. Working groups on biotechnology products and medical devices have been 

established in the ASEAN region.  These working groups promote cooperation in the development of biotechnology 

and medical devices products in the region. Guidelines developed by the working groups are an essential component 

of capacity building for local production. 

Session objective: 

▪ To build an understanding of the opportunities and challenges for the local production of vaccines, medical 

devices and blood products 

 

Session topics: 

▪ Local production of vaccines in the WHO South-East Asia Region -WHO 

▪ Local production of Medical Devices, an overview – WHO 

▪ Local production of Blood Products – Quality Assurance and Safety 

▪ Company experiences – medical devices, vaccines and blood products production 

Expected outcomes and outputs 

 The workshop is expected to deliver the following outcomes and outputs: 

i. Capacity building for participants. 

ii. Meeting report including any identified gaps in capacity building for manufacturers. 

iii.  Training package based on a compilation of the training materials presented during the workshop. 

iv. Principles and/or key concepts for consideration towards development of a ‘points to consider’ for local 

pharmaceutical production. 
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Workshop format 

The workshop will take place over 3 days. The structure of the workshop will include presentations on relevant 

topics for knowledge building as well as knowledge and experience sharing. Practical experiences of local 

manufacturers followed by open discussions will be used to reinforce learning and invite feedback on manufacturers’ 

needs for technical assistance and capacity building. 

Date and Venue 

The workshop is planned to take place from 26-28 November 2019 in Bangkok  Thailand.  Details of the Venue 

will be provided in due course. 

Participants 

The workshop is specifically designed for and will be beneficial to pharmaceutical manufacturing companies based 

in WHO South-Eastern Asia Region and other neighbouring countries. The topics are designed for participants 

holding the following positions: 

- Chief Executive Officer (CEO) or Managing Director 

- Business Development/Marketing Manager/Executive 

- Technical Manager in production, regulatory affairs or other related areas 

 

Due to the limited capacity, a maximum of two participants per company can be accommodated. 

 

Participants from the following may also benefit from the workshop: 

▪ National pharmaceutical associations in the WHO South-East Asia Region and neighbouring countries. 

▪ Government ministries and agencies such as the Ministry of Health, the Ministry of Industry and the National 

Regulatory Authority. 

Due to the limited capacity, a maximum of one representative per organization or government ministry or agency 

can be accommodated.     


