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Policy Brief

Medicines price regulation in Bhutan

Preamble

This Policy Brief aims to provide a summary of the key policy and capacity challenges, as well
as possible solutions, in strengthening the regulation of medicines prices in Bhutan. It is
targeted at policy and decision makers within the Royal Government of Bhutan, as well as
development partners involved in health system strengthening and the promotion of universal
health coverage (UHC).

The Policy Brief is based on the findings of a recent study' that was supported by the United
Nations Development Programme (UNDP), as well as other relevant literature.

The initiative to strengthen medicines price regulation is part of the long-standing strategic
collaboration between the Royal Government of Bhutan and UNDP aimed at promoting
affordable and equitable access to healthcare and ensuring the sustainability of UHC in Bhutan.
Further details on the issues discussed in this brief are available in the study report.

Context

The right of every citizen of Bhutan to access free basic health services, including both modern
and traditional medicines, is enshrined in the Constitution. To uphold this right, over 400
medicines in the National Essential Medicines List (NEML) are provided by the government
without charge through public health facilities. Specialized medicines not listed in the NEML
are also provided for free under the “named patient medicines” scheme. Alternatively,
consumers can purchase medicines out-of-pocket through private retail pharmacies.

However, there has been growing concerns about the sustainability of the universal coverage
of Bhutan’s health system due to rising costs. Between 2010-2020, the total healthcare
expenditure in low- and middle-income countries (LMICs) increased by 33 percent, 2
highlighting the global trend of increasing healthcare costs from which Bhutan is not immune.
Alarmingly, Bhutan’s total healthcare expenditure increased by 86 percent over the same
period. The US$133 spent on healthcare per capita in Bhutan was much higher than the US$
95, on average, spent by LMICs. Based on current trends, Bhutan’s healthcare expenditure is
likely to rise by another 30 percent by 2030.3

Pharmaceutical cost is a significant driver of healthcare expenditure in LMICs, contributing up
to 60 percent of healthcare spending, compared to only 20 percent in countries within the
Organization for Economic Co-operation and Development (OECD). A recent study found a

TUNDP. (2024). Situational Analysis of Medicine Pricing in Bhutan: Unpublished.

2 World Bank. (2023). Current health expenditure per capita (current US$). Retrieved from
https://data.worldbank.org/indicator/SH.XPD.CHEX.PC.CD

3 By author’s estimation from the current trend, R>=0.88


https://data.worldbank.org/indicator/SH.XPD.CHEX.PC.CD

significant increase in prices of many essential medicines in Bhutan between 2014-2018.4
Almost half of the 366 medicines analysed experienced at least a five-fold increase in prices
during that period. Consequently, overall expenditure on medicines grew by 50 percent
between 2016 (Nu. 963 million) and 2019 (Nu. 1,446 million.)>® Compounding these concerns is
the significant increase in domestic health financing that will be needed as Bhutan transitions
from the Least Developed Country status. For instance, the Bhutan Health Trust Fund will be
required to increase its contribution to the purchase of essentials medicines to Nu. 774 million
in 2025, which is 68 percent more than in 2020.7

In the context of this challenging outlook, the Policy Brief aims to inform the Royal Government
of Bhutan of the relevant systemic barriers and contributing factors to the rising cost of
medicines, and the possible policy and strategic options to effectively regulate medicines in
both the public and private health sectors.

Key challenges in Bhutan

The “Situational Analysis of Medicine Pricing in Bhutan” report provides an overview of the
existing pricing policies in Bhutan, which include tendering for public sector procurement,
promoting the use of generic medicines, national-level pooled procurement, and tax exemption
for medicines. The report also highlights significant challenges and gaps, both in the application
of existing policies and processes, and in the overall regulation of medicine prices in Bhutan.
This section highlights several of the challenges that were identified.

First, there is a lack of reliable empirical medicine price information and data on utilization,
particularly in the private sector where the level of medicines access, out-of-pocket expenditure
and affordability is unknown. There may potentially be a significant and growing gap in access
to essential medicines for the segment of the population who are increasingly relying on the
private sector which reportedly experiences regular stockouts of some medicines.

There is also a lack of transparency in the pharmaceutical pricing system and consistency in
how existing policies and practices are being applied to regulate medicine prices. Although it
is compulsory to disclose prices at different levels (e.g. ex-factory prices, pharmacy retail prices)
to Bhutan Food and Drug Authority (BFDA) upon product registration, there are no measures
to regulate profit margins and mark-ups along the supply chain. The lack of information relating
to hidden discounts and bonuses could incentivize the irrational use of medicines and result in
exorbitant price hikes, especially among single source medicines. Furthermore, the high freight
charges, stringent administrative procedures, and complex logistics related to the importation
of controlled medical products may also lead to inflated medicine prices.

4 Essential Medicines and Technology Division. (2019). Cost Analysis of Essential Medicines procured from FY 2013-14 till 2018-
19. Internal, Department of Medical Services, Ministry of Health report: unpublished.

® National Health Accounts for financial years: 2016-2017 & 2017-2018 & 2018-2019 & 2019-2020. Retrieved from
https://www.moh.gov.bt/wp-content/uploads/ict-files/2014/11/NHA2016-17_2017-18_AS-OF-29-May-2020-2_final.pdf and
https://www.moh.gov.bt/wp-content/uploads/ict-files/2021/07/NHA-Report-2021.pdf

6 Note that the escalation in overall expenditure could also be attributed to the increasing quantities and inclusion of new
medicines, in addition to the actual rise in prices

" Thinley, S., Tshering, P., Wangmo, K., Wangmo, K., Wangchuk, N. et al. (2017). The kingdom of Bhutan heaith system

review. Health systems in transition, 7 (2), World Health Organization. Regional Office for South-East Asia. Retrieved from
https://iris.who.int/handle/10665/255701
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In Bhutan, the maximum retail price (MRP) of all medicines in the private sector is only partially
regulated, whereby the sale price must be set at or below the MRP. While BFDA conducts the
monitoring of the MRP in retail pharmacies as part of the routine inspection based on the price
structure submitted during registration, reliable MRP data is not readily available for all
medicines. Variations were observed in the prices of medicines with the same active ingredient
across different retail pharmacies (e.g. itraconazole capsules 200mg 10 tablets was priced
between Nu 190 — Nu 247.5), which may not necessarily be a problem as long as the cheaper
version is available. This price discrepancy may be partly caused by the unregulated mark-ups
along the supply chain and the inconsistent monitoring and enforcement of the price structures
submitted by wholesalers. Furthermore, imported medicines are labelled with the MRP that was
set at the level of the country of origin and in the currency of Bhutan Ngultrum, Indian Rupee
or US Dollar, further contributing to price variations when sold to local consumers.

Bhutan’s small market size and low purchasing power also poses a challenge to incentivising
the market-entry of new products. It limits the ability of the buyer to negotiate and procure at
lower prices due to the inverse price-volume correlation. Compounding this market failure are
weak public procurement practices, such as the unintentional use of brand names instead of
‘International Non-proprietary Names’ in tender documents or the selection of unreliable
suppliers that can erode market competition, inflate procurement prices, and cause delays in

supply.

Underlying misconceptions relating to the quality and efficacy of generic medicines were also
uncovered among prescribers and consumers. This misconception may have stoked a broad
preference for branded, more expensive medicines in the private sector and posing a risk of
price manipulation, especially among sole source medicines.

Finally, BFDA, which has the responsibility of regulating medicine prices in Bhutan, is faced with
significant human resource constraints, including the shortage of professionals with the right
qualifications and expertise in medicines pricing. This limits its ability to effectively monitor and
enforce pricing policies in addition to their core function of promoting safety, efficacy, and
quality of medicines.



Potential solutions

There are several policy options available to the Royal Government of Bhutan to address the
identified challenges and improve the regulation of medicine prices. This section highlights
some of the proposed solutions for the public and private sectors, based largely on the findings
of the situational analysis and the World Health Organization (WHO) guideline on country
pharmaceutical pricing policies® (please refer to these documents for more details). Further
discussions will be needed among relevant stakeholders in Bhutan to explore specific
opportunities and a plan of action on selecting the most appropriate solutions to adopt and to
drive their implementation.

1. Strengthen policy and governance frameworks

Even though Bhutan’s National Drug Policy mandates the provision of free medicines
to citizens, the lack of explicit articles on pricing has made the regulation of medicine
prices challenging. As such, there is a need to incorporate articles that explicitly and
adequately refer to key aspects of medicine price regulation to provide a formal
framework that will ensure their effective application.

The institutional capacity of BFDA to conduct active price monitoring, enforce pricing
policies and scrutinize price structures submitted by suppliers needs to be
strengthened. Adequate resources should be allocated to improve the expertise of
BFDA personnel in applying a broad range of pricing measures. Alternatively, the Royal
Government of Bhutan may consider shifting the task of medicine price regulation to a
separate independent entity, while BFDA focuses on its core mandate of regulating the
safety, efficacy and quality of medicines.

2. Improve price transparency across the supply chain

The public disclosure of transaction costs (including rebates and discounts) across the
supply chain, and regulation of mark-ups and profit margins of wholesalers, distributors
and retailers, could help reduce price discrepancies and contribute to effective capping
of prices in the public and private sectors.

In Brazil, publication of purchase prices in public-funded hospitals is mandatory.
Information of sales revenue and volumes sold, including discounts, rebates, and
bonus stocks, must be reported to the government authority.® India developed a
comprehensive online platform that publishes current information on medicines
prices.™

Bhutan may consider setting fixed or maximum mark-ups across the distribution chain,
implemented as a regressive structure (i.e. the mark-up rate decreases as the price
increases). Bonuses and rebates given to wholesalers, distributors, prescribers, and
retail pharmacies should be strictly regulated to prevent price inflation and irrational
prescribing. Mark-up regulation can be used to incentivize the supply and use of certain

8 WHO guideline on country pharmaceutical pricing policies 2020
® WHO guideline on country pharmaceutical pricing policies 2020
' https://nppaipdms.gov.in/IMCS/hissso/loginLogin.imcs
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medicines (e.g. generics and low-volume medicines) to improve access for marginalized
communities (e.g. those living in poverty or in remote areas). It may be necessary to
conduct an analysis of the transaction costs across the medicines supply chain in
Bhutan to determine an appropriate strategy in regulating mark-ups, while ensuring
sustainability of supply, particularly in the private sector.

Oman sets maximum mark-ups for medicines supplied at private pharmacies, while
Australia, Brazil, Jordan, Lebanon, Mozambique, Syria, and Tunisia set fixed mark-ups
across the distribution chain. South Africa specifies a single exit price at the ex-factory
level, a ban on volume discounts or bonuses, and dispensing fees for pharmacists and
non-pharmacists.”

BFDA should establish a consistent and clear framework for setting and enforcing
MRPs, including the mandatory submission of data in every category (distributor price,
retailer price and maximum retail price) when registering the product. There needs to
be a robust mechanism to communicate these criteria to distributors and retailers, and
to continuously track adherence to MRPs over time. There should also be a process for
updating MRPs to ensure that it is at a level that is fair and aligned with those found in
the exporting country.

Price transparency is predicated upon the availability of accurate empirical pricing data
and component prices, which are critical for informing the development and effective
implementation of best practice pricing interventions. As such, it may be necessary for
Bhutan to establish appropriate mechanisms for measuring, monitoring, and recording
medicine prices in the public and private sectors.

Medicine pricing surveys based on the WHO/HAI methodology have been conducted
in over 50 countries. These surveys provide the data and analytics on price
comparisons between retail pharmacies in the country and with international
standards, mark-ups and component prices along the supply chain, and profit margins
for wholesalers, distributors, and community pharmacists.”

3. Setting medicine prices

There is a need to establish a robust, transparent, and standardized mechanism to
regulate medicine prices in Bhutan, based on international best practices and pricing
strategies. There is a range of pricing methodologies or strategies for setting
benchmark prices that can be used to inform purchasing decisions by the public payer
or private sector consumers. When applied effectively by trained personnel and in
conjunction with other policies (e.g. generic-use policy), these measures have been
shown to effectively contain medicine prices and improve expenditure efficiency in
many LMICs.

‘Internal Reference Pricing’ (IRP) calculates a benchmark price by linking the prices of
closely interchangeable or therapeutically equivalent medicines. This approach is

"WHO guideline on country pharmaceutical pricing policies 2020

2 https://www.who.int/teams/health-product-and-policy-standards/medicines-selection-ip-and-affordability/who-hai-project-
medicine-prices-and-availability
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especially useful for setting the public sector price of the first generic medicine entering
the market, by benchmarking at a pre-determined percentage lower than the
originator’s price. This approach can promote competition and reduce price variation
among therapeutically similar medicines and can lead to accelerated market entry of
new generic medicines. However, IRP must be implemented in conjunction with
demand-side measures that promote prescribing and dispensing of the low-cost and
quality-assured generic products.

In India, IRP is the main pricing methodology for setting ex-factory ceiling prices for
medicines on the Essential Medicines List, which is reviewed annually and set at the
average of the existing retail price for all the branded and generic versions for that
medicine. Vietnam uses IRP to set wholesaler prices of a new generic medicine at a
maximum equal to the mean historic price for the already existing brands with the same
INN, dosage, and concentration.”™

‘External Reference Pricing’ (ERP) is one of the most often used benchmarking
methodology for public sector pricing of single-source medicines. It aims to evaluate
the price of the same medicine across 5 to 10 countries that have similar characteristics
to Bhutan, including geographical location, population demographics, market size,
purchasing power and socio-economic parameters, to derive a benchmark price at a
common distribution point (e.g. ex-factory price). ERP should account for all forms of
discounts, rebates and taxes, but due to the lack of price transparency globally, it is
challenging to obtain verifiable and accurate pricing data. Therefore, adequate
technical resources will be required to conduct ERP effectively.

ERP s widely adopted in many high and middle-income countries, with evidence of
substantial savings for public payers. Calculation methods for converting benchmark
prices into the final price vary among countries. For example, in Thailand, the median
price among comparator countries is used to determine the reference price’, while
Bahrain uses the lowest price™.

‘Value-based pricing’ (VBP), performed through health technology assessment (HTA),
can set an appropriate price based on the quantified ‘value’ attributed to the medicine.
This approach is applied to high-cost medicines that are patented or single-source with
potential for significant budget impact. The value of the medicine is determined by
evaluating the health, social and economic impact of the product, while accounting for
the affordability, willingness-to-pay and opportunity costs from the perspective of the
public system. This method requires considerable multidisciplinary expertise and
financial resources, and a well-established governance structure. Bhutan has
established the Health Intervention and Technology Assessment Division (HITAD)
under the Ministry of Health which is building its institutional capacity on HTA and may
be able to support VBP in the future as more high-priced single source medicines are
introduced in Bhutan.

3 Ursu, I. (2021). Review of Pricing Policies and Price Lists Available in Asia Regional Countries. Prepared for the US Agency for
International Development by the USAID Medicines, Technologies, and Pharmaceutical Services (MTaPS) Program. Arlington, VA:
Management Sciences for Health, Inc. https://www.mtapsprogram.org/wp-content/uploads/2021/12/Review-Pricing-policies.pdf

" https://ndp.fda.moph.go.th/drug-prices/dp-guidelines-detail-1

'S Kanavos, P.G., Tzouma, V., Fontrier, A-M., Kamphuis, B.,Colville Parkin, G., Saleh, S. (2018). Pricing and Reimbursement in the
Middle East and North Africa region. London School of Economics and Political Science.
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Many high-income countries (e.g. Australia, the United Kingdom, the Republic of Korea)
and several middle-income countries (e.g. Thailand, the Philippines) have initiated or
established formal processes or dedicated agencies for conducting VBP to inform
pricing and coverage decisions.’®

Price negotiation allows governments to leverage their buying power to set medicine
prices. It is used as a price-setting strategy in conjunction with other pricing
methodologies highlighted above. In Bhutan, BFDA or HITAD may implement an
appropriate strategy to set the reference price that can inform further negotiations
between the public procurement agency (buyer) and the supplier or manufacturer.
Negotiations can also be used to establish the terms and conditions on various aspects
of procurement (e.g. delivery and payment schedule). Specific price negotiation
capabilities will need to be built, and formal protocols developed, to ensure that
negotiations can be effectively conducted.

In 2008, Mexico established a specialised commission that leads the price negotiation
of innovative medicines for single procurement prices for all public hospitals. Between
2010 and 2016, there was a 40%-85% decrease in price of selected patented cancer
medicines in the public sector.”

4. Promoting the use of quality-assured generic and biosimilar medicines

Promoting the use of generic and biosimilar medicines is critical to medicines price
regulation because they enhance price competition and reduce overall pharmaceutical
expenditure. In Bhutan, the policy and practice on generic use are already well
established. However, even though generic substitution by prescribers and dispensers
occurs regularly, there is a perception common among health professionals and
patients that generic medicines are substandard, unsafe, and less effective than
branded medicines. This misconception or erroneous association between the price of
the medicine and its quality needs to be dispelled through an advocacy campaign
targeting both prescribers and consumers.

To encourage public confidence in generics, any medicine that is available through the
public and private sectors should have gained market authorization from BFDA, thus
indicating that it is quality-assured, safe, and efficacious. It will be crucial to sustain, and
possibly expand on, the pharmacovigilance processes that ensure medicine safety,
including robust mechanisms to identify and remove substandard and falsified
medicines from the market.

There are other relevant policies and practices that can promote market entry and
selection of generic and biosimilar medicines. These include the use of IRP and public
tendering for price setting, and the practice of rational prescribing where the prescriber
is mandated to prescribe the most cost-effective generic medicine that is available. In

'8 WHO guideline on country pharmaceutical pricing policies 2020

7 Moye-Holz, D., van Dijk. J.P., Reijneveld, S.A., Hogerzeil, H.V. (2019). The Impact of Price Negotiations on Public Procurement
Prices and Access to 8 Innovative Cancer Medicines in a Middle-Income Country: The Case of Mexico. Value Health Reg Issues
Dec (20),129-135.



addition, Bhutan’s recent ascension to the World Trade Organization (WTO) and
graduation from ‘Least Developed Country’ status necessitate a clear approach to
addressing the potential policy and legal barriers to generics access, by optimizing the
flexibilities allowed under the WTO’s Agreement on Trade-Related Aspects of
Intellectual Property Rights.

5. Pooled procurement of medicines

Bhutan’s small market size and low purchasing power contribute to inflated medicines
prices and weak sustainability of supply. To mitigate these challenges, the Royal
Government of Bhutan may consider exploring the establishment of a multi-country
pooled procurement mechanism with other countries in a similar situation. The greater
economies of scale increases purchasing, and market shaping powers of each buyer
and can lead to reduction in unit price while improving supply. There is also greater
procurement efficiency through sharing of human resources (i.e. technical expertise and
workload), strategic information (e.g. medicine prices, demand forecasting), and
streamlining of procurement processes.

For Bhutan to participate in a pooled procurement mechanism, there are several critical
elements to consider.” From the outset, the Royal Government of Bhutan and partner
countries must establish a set of formally agreed protocols and governance framework,
including harmonized regulatory processes and standards, compatible legislation and
administrative structures, and shared timelines and milestones.

Apart from the purchasing of products, countries can also collaborate through the
creation of joint databases on medicine prices, sharing of patent landscapes,
prequalification of suppliers, joint market research and HTA, group contracting through
joint negotiation, or procurement through a central procurement agent.

Several countries participate in regional pooled procurement mechanisms, including
the Organisation of Eastern Caribbean States (7 countries), the Southern African
Development Community (16 countries) and the Gulf Cooperation Council (6 countries).
The four countries in the Beneluxa Initiative conducts price negotiations and HTA jointly
but conducts procurement separately.’

'8 WHO guideline on country pharmaceutical pricing policies 2020
9 wHO guideline on country pharmaceutical pricing policies 2020



Next steps

There are many other strategies and methodologies that Bhutan may consider (e.g. cost-plus
pricing, managed entry agreements, risk sharing, strategic procurement, competition policy,
local manufacturing etc.), but further analysis and a deeper dive into Bhutan’s pharmaceutical
management system will be needed to identify other appropriate interventions, as well as to
customize and optimize the solutions that are proposed above. To inform the next phase of
planning, the key steps for the Royal Government of Bhutan to consider should include:

e Improving the evidence base and availability of empirical data for medicine prices, in
both the public procurement sector and private retail pharmacies, will be crucial for
identifying and developing appropriate pricing policies. This can be achieved through
conducting a comprehensive survey to collect data on medicine prices, availability, and
affordability using the WHO/HAI methodology. These surveys also provide data on
medicine mark-ups, component prices, and profit margins for wholesalers, distributors,
and community pharmacists.

e Establish a monitoring system for medicines prices, in the form of a medicines price
index and/or public dashboard, to promote transparency of price components across
the supply chain and current maximum retail and ceiling prices in the public and private
sectors. This will provide the necessary price information to inform appropriate
decision-making and tailoring of medicines pricing policies in Bhutan.

e Develop a medicines pricing guideline that is tailored to the unique context of Bhutan
and build the technical capacity of technical officers and policymakers on implementing
effective and evidence-based pricing policies and best practices.

e Establish a multi-stakeholder technical working group that includes key national
agencies and partners, including consumer groups, industry representatives, UNDP,
WHO and other stakeholders working on health system strengthening. This working
group will be responsible for ensuring a coherent policy and governance framework for
medicines price regulation, identifying and implementing appropriate strategic and
policy options, developing an action plan to strengthen institutional capacity and
mobilizing the necessary technical and budgetary support.



Conclusion

Ensuring the sustainability of UHC is a core pillar of Bhutan’s national development priority.
Achieving this goal will require affordable and reliable access to effective, safe, and quality-
assured essential medicines. There are significant challenges hampering effective containment
of medicines expenditure in Bhutan, particularly the lack of reliable and verifiable information
about the current pricing landscape. This Policy Brief attempts to provide a better
understanding of the key gaps and challenges and proposes a range of policy and strategic
options for effective regulation of medicines prices. The proposed solutions relate to the
implementation of a coherent policy and governance framework, price transparency,
procurement practices, strategies for setting medicine prices and the promotion of generic use.
The challenges and potential solutions articulated in this Policy Brief are not intended to be
comprehensive but do provide a strong basis for further analysis and strategic planning for a
more rational and fairer medicine pricing structure in Bhutan.

10
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