
 

 

  

 

 

 

 

 

  
  

 

 

 

 

 

 

 

  
 

 

 

 

  
  

 

 

 

 

 

 

 

Case Title: 

Name: 

Organization: 

Summary: 

Which two subcomponents of the Collaborating, Learning & Adapting (CLA) Framework are 
most reflected in your case? Please reference them in your submission. 

• Internal Collaboration

• External Collaboration

• Technical Evidence Base

• Theories of Change

• Scenario Planning

• M&E for Learning

• Pause & Reflect

• Adaptive Management

• Openness

• Relationships & Networks

• Continuous Learning & Improvement

• Knowledge Management

• Institutional Memory

• Decision-Making

• Mission Resources

• CLA in Implementing Mechanisms
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1. WHAT: What is the general context in which the case takes place? What organizational 
or development challenge(s) prompted you to collaborate, learn, and/or adapt?

2. WHY: Why did you decide to use a CLA approach? Why was CLA considered helpful for 
addressing your organizational or development challenge(s)?



  

    
  

   
  

3. How: Tell us the story of how you used a collaborating, learning and/or adapting approach 
to address the organizational or development challenge described in Question 2.



  
 

 

 

  

4. ORGANIZATIONAL IMPACT: How has collaborating, learning and adapting affected your 
team and/or organization? If it's too early to tell, what effects do you expect to see in the future?

5. DEVELOPMENT IMPACT: How has using a CLA approach contributed to your development 
outcomes? What evidence can you provide? If it's too early to tell, what effects do you expect to 
see in the future?



  

 

  

 

6. ENABLING CONDITIONS: How have enabling conditions - resources (time/money/staff), 
organizational culture, or business/work processes - influenced your results?
How would you advise others to navigate any challenges you may have faced?

The CLA Case Competition is managed by USAID's CLA Team in the Bureau for Policy, Planning 
and Learning (PPL) and by the Program Cycle Mechanism (PCM), a PPL mechanism implemented 

by  Environmental Incentives and Bixal.  
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	Submitter: Sushil Nepal, Samrat Baral, Rajita Majumdar
	Organization: MTaPS USAID/ MSH 
	Caption: Participants collaborate during maturity level update meeting. Credit: MTaPS/Nepal
	Case Title: Strengthening Nepal's Medicines Regulatory Capacity through an Indicator Based Tool  
	Summary: The WHO* Global Benchmarking Tool (GBT) is the first globally accepted indicator-based tool for assessing the maturity of national regulatory systems, responsible for ensuring the quality, safety, and efficacy of medical products. According to the WHO GBT framework, a regulatory authority scoring 3 on a scale of 1–4 for maturity level is a stable, well-functioning and integrated regulatory system. The regulatory maturity of Nepal’s Department of Drug Administration (DDA) is rated very low as per the WHO GBT self-assessments carried out in 2019, 2020, and 2021. The GBT uses 268 sub-indicators across 8 regulatory functions. To strengthen the DDA’s regulatory capacity, Nepal targeted its institutional development indicators to reach maturity level 2 by the end of 2022 and level 3 by 2023. In order to realize this goal, a DDA maturity level action plan was developed which is regularly reviewed and updated through collaboration among the DDA, WHO, and USAID-funded MTaPS and PQM+ projects. Improvements in several regulatory functions have been observed after one year of continued activity by tracking each GBT indicator.However, many improvements are linked to cross cutting issues such a law and regulation, reorganization and staffing norms and system change that all depend on political commitment to materialize.USAID MTaPS is a five-year (2018-2023) global program implemented in 18 low- and middle-income countries to strengthen their pharmaceutical systems. MTaPS is implemented by a consortium of partners led by Management Sciences for Health and was implemented in Nepal from end of 2019.------------------* WHO – World Health Organization
	Impact: Improvements in several regulatory functions have been observed after one year of continued activity by tracking each GBT indicator using the DDA maturity level action plan 2021-2023. This was possible due to the collaborative efforts among DDA, NML, MTaPS, WHO and PQM+. However, many improvements are linked to cross cutting issues such a law and regulation, reorganization and staffing norms that all depend on various ministries commitments especially ministry of health and population, law and finance. Approval of the revised drug act, reorganization DDA, quality management system and with DDA maturity level action plan DDA will be in maturity level 3. This will improve the status of DDA to stable, well-functioning and integrated regulatory system. With the involvement/support from external development partners it has been easier to implement the best practices has been carried out in all the eight different regulatory areas as per the proposed institutional development plans. 
	Why: WHO GBT assessment itself takes place with the involvement of WHO staffs, experts and consultants, national regulatory authority – Nepal and other parties e.g. National control laboratories – National Medicines Laboratory (NML), external development partners like Medicines Technologies and Pharmaceutical Services (MTaPS) program and Product Quality Management Plus (PQM+). WHO  was essential to implement the GBT and develop Institutional Development Plan (IDP), implementation also required collaboration between USAID funded programs WHO and DDA and learning was by  regular monitoring (MALAP)  and then by applying best practices and guided by WHO   based on lesson learned and experiences from other countries  example Supervision Performance Assessment Recognition Strategy (SPARS) to build medicines management capacity in government sector or Public private partnership to implement  Good Pharmacy Practice (GPP) and Good Storage and Distribution Practices (GSDP) and adaptation was developing multipronged strategies  to implement and achieve and also by using information technology to steer and  implement system  changes i.e Pharmadex. In order to cover all these sub-groups collaboration among Department of Drug Administration, National Medicines laboratory, WHO, MTaPS and PQM+ are very essential to monitor each regulatory functions/indicators. In the DDA plan to develop two-year maturity level action plan MTaPS and other partners supported and taking a lead to track and monitor the developments in quarterly basis. These meetings among the collaborating organizations also helps to monitor the duplication of the activities if there is any and to collaborate where necessary. This approach of collaborating with right partners, learning and adapting to improve the regulatory functions by increasing the maturity level is the best approach and is implemented through the two-year maturity level action plan. 
	Factors: With the current human resource and budget, it is difficult to increase the maturity level. Increasing the regulatory maturity level is challenging as several of the maturity level indicators depend on the current Drug Act being updated and DDA’s re-organization is needed to increase roles and responsibilities and to implement a Quality Management System—critical to a well-performing regulatory system. However, its difficult to achieve without political commitment by the government involving various ministries like health, finance and law. One of the enabling conditions is the technical support from MTaPS including other partners. In order to compensate for the limited human resource, MTaPS will support in conducting Training for Trainers with the collaboration of professional body on Good Pharmacy Practice. The costs linked to inspections will be supported by MTaPS while DDA advocates to the Ministry of Health and Population for long term sustainable solutions that build on increased staffing norms. Strengthening the regulatory system with system change is very challenging and time-consuming task requiring constant advocacy and follow-up to various ministries. After continued technical support and advocacy by the experts and external development partners system change is possible. In addition to this in the developing country like Nepal DDA and supporting partners needs to think globally and act locally to make the system change sustainable. MTaPS is working system change approach considering the local context to strengthen national medicines regulatory agency of Nepal. 
	CLA Approach: With Nepal being a signatory to United Nations’ Sustainable Development Goals (SDGs), it aims to achieve Good Health and Well-being—SDG Goal 3—by the end of 2030. Achieving that goal relies heavily on the people’s access to medicines which are safe, effective and of assured quality. It is said that a weaker regulatory system is often a hindrance in itself to people’s access to safe, effective and quality medicines. So, it is imperative that only through a stronger regulatory authority can we guarantee that access to safeguard public health. So, DDA’s opted to gauge its regulatory strengths as per the global standards—WHO GBT. What revealed through the 2019 and the subsequent assessments of 2020 and 2021 was that there is an urgent need that DDA undergoes a structural change including reorganization, implementation of quality management system across its functions and adoption of international best practices. Some of those recommendations could not be implemented with existing legal framework, so, DDA realized that a need for a revised law. So, it was in the best interest of DDA that they seek support from the external partners so that they could speed up the rebuilding exercise holistically to be better prepared for the formal WHO GBT assessment expected later in the year 2022. Thus, DDA itself started with the ‘C’ of the CLA approach to succeed in ‘L’ and ‘A’ of the very approach. External partners such as, MTaPS pioneered in such approach took up the DDA’s interest in its reforms to support them. With MTaPS support, DDA has formulated a maturity level action plan (MALAP) that envisions the progress required over the two years period to achieve higher maturity. To give a better reflection of the implementation status, each of the IDPs are categorized with status terms such as ‘Not Started’, ‘Delayed’, ‘Implemented’ and ‘Finalized’ through which all the support partners including DDA itself is held accountable to progress in the stated timeline. The same plan highlights where each support partner such as MTaPS, PQM+ and WHO can work simultaneously yet without overlaps. Through that plan, DDA can know exactly where priority area for improvement are as it also gives an reflection of the indicators with maturity level tagged. DDA with support from MTaPS is periodically updating MALAP with every progress made reflected in the document. The document is discussed periodically in meetings as part of pause-and-reflect. The meeting also generates new ideas where stumbling blocks lies in relations to challenging indicators. So far, the tactics have been paying dividends as significant progress has already been made and the progress is set to continue until DDA succeeds to become a matured regulatory authority. 
	Context: The pharmaceutical regulatory and governance system under the Department of Drug Administration (DDA) was established in 1979 as outlined in the Drugs Act 1978 to ensure access to safe, efficacious, and quality-assured medicines and health technologies in Nepal. Since then, the pharmaceutical sector has expanded greatly. The total number of manufacturers, importers, wholesalers and pharmacies are about 30,000 and there are more than 12,000 registered products. However, DDA has not expanded in line with this development and the staffing norms has not increased at the same speed and DDA is now greatly challenged with regulating the market in a mature regulatory manner and in line with WHO best practices. The WHO developed a GBT to be applied by WHO assessors when evaluating the regulatory maturity level of regulatory authorities. WHO envisions that a regulatory authority scoring at maturity level 3 is stable and well-functioning and has integrated regulatory systems, which makes it eligible to be a WHO-Listed Authority ensuring the quality, safety, and efficacy of medicinal products. The WHO GBT uses 268 sub-indicators across 8 regulatory functions to assess regulatory authorities. Those indicators can also be grouped and examined according cross-cutting categories or themes including law and regulation, quality management systems, organizational structure and human resource capacity. The WHO GBT assessment of 2019 revealed that DDA is at low maturity level with limited improvements across indicators in the following two assessments of 2020 and 2021. To increase the maturity level, DDA, with support from MTaPS, developed a two-year maturity level action plan, proposed a new organizational structure with increased staffing norms and drafted a new Drug Act and key regulations.
	Impact 2: MTaPS aim is to strengthen the DDA to increase its regulatory maturity level and to become a more efficient and effective medicines and health products regulatory body. MTaPS will support implementation of the regulatory requirements in the private and public sector toward improved quality of care and pharmaceutical services. In addition to this, WHO and PQM+ are also working together with the aim of making a regulatory body stable, well-functioning and integrated regulatory system. Quarterly follow-up meeting on the maturity level action plan among the partners there has been sign of improvements in several regulatory functions. But to increase the maturity level of DDA is challenging as there are some cross-cutting areas that needs to be addressed first by the government finalization of the drug act revision, reorganization with increased staffing norms and quality management system. With the DDA’s attainment of maturity level 3, a stable well-functioning and integrated regulatory system, there is assurance that patient has access to safe, efficacious, and quality assured medicines and health technologies in Nepal. In addition to this, WHO envisions stable well-functioning and integrated regulatory system will be eligible to WHO-listed authority. With systematic approach of regulatory system strengthening there will be benefits in regulatory reliance and harmonization which allows national regulatory authority to work together to identify and use shared public goods (e.g. dossier reviews, inspection outputs) and make best use of limited resources to focus on country specific activities such as post-marketing surveillance. In addition to this, regulatory harmonization and reliance which allow countries to have timely access to quality assured medicines. Finally, with the attainment of with maturity level 3 country can participate in global procurement where local manufacturers can bid for the international boosting the pharmaceutical trade. 
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