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Introduction

This document is a summary of the WHO
guideline on country pharmaceutical
pricing policies, released in September 2020
by the World Health Organization. The
goal of these recommendations is to help
countries make medicines more affordable for
the global population and lessen the burden on
government budgets

The guidelines contain 10 pricing policy
recommendations to manage drug prices,
as well as considerations for what is required to
implement these policies according to
objectives and context of individual health
systems

Alira Health provides commentary and advice
on how companies can manage the impact of
these new recommendations

PURPOSE OF THE DOCUMENT EDITIONS OF THE GUIDELINE METHODOLOGY

First edition2010

Second edition2015

Third edition. This update also recognizes
country experiences in managing the prices
of pharmaceutical products, including the
increasing challenges of unaffordable prices
for some health products widely experienced
in many countries

2020

Fourth edition. An update to this guideline
is planned for 2025—or earlier if a
substantive body of evidence has
accumulated—particularly on policies
implemented in lower-income countries or
where this guideline has noted the certainty
of evidence as low or very low

2025

WHO’s recommendations for the 10 pricing
policies currently implemented by countries are
included in the upper right-hand corner of each
policy slide and includes three types: strong,
conditional, and against

Strong: The desirable effects of adherence to
this recommendation outweigh any potential
undesirable effects. In most situations the
recommendation can be adopted as policy

Conditional: The effects of adhering to this
recommendation are subject to the specific
conditions and could be modified by a greater
range of context-specific factors. Relevant
stakeholders should be involved in the decision
to adopt as policy

Against: The WHO positions against the
implementation of a given policy



List of WHO recommendations to countries

1. External reference pricing

2. Internal reference pricing

3. Value-based pricing

4. Mark-up regulation across the 
pharmaceutical supply and distribution chain

5. Promoting price transparency

6. Tendering and negotiation

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

8. Pooled procurement

9. Cost-plus pricing for setting the price of 
pharmaceutical products

10. Tax exemptions or reductions for 
pharmaceutical products



A. WHO suggests the use of external reference
pricing under the following conditions:

B. WHO suggests that countries undertake
regular price revisions at pre-specified
frequencies when using external reference
pricing

C. WHO suggests that countries monitor the
impacts of implementing external reference pricing
on price, affordability, and access to medicines

External reference pricing is used in conjunction with other
pricing policies, including price negotiation

Adequate resources and skilled personnel are available to
implement external reference pricing

Selection of reference countries or jurisdictions is based on
a set of explicitly stated factors

Reference prices are obtained from verifiable data sources

Reference prices have accounted for all forms of discounts,
rebates, and taxes with a high degree of confidence

Methods for determining prices follow a transparent and
consistent process

Prepare for external 
reference pricing - include 
price reviews in your 
forecasts

1. OUR ADVICE   ON EXTERNAL REFERENCE PRICING



Internal reference pricing is used in conjunction with
policies to promote the use of quality-assured generic or
biosimilar medicines

Reference prices are obtained and validated from
verifiable data sources

Consistent and transparent criteria for pricing of generic
and biosimilar medicines are explicitly evaluated and
stated based on an established methodology

A. WHO suggests the use of internal reference
pricing for generic and biosimilar medicines
according to the principles of generic reference
pricing, under the following conditions:

Quantify the impact of biosimilar internal 
reference pricing groups in your sales 
forecasts 

2.

Internal reference pricing is used in conjunction with
other pricing policies

Reference prices are obtained and validated from
verifiable data sources

Consistent and transparent criteria, including
therapeutic or dose equivalence, are explicitly evaluated
and stated based on an established methodology

B. WHO suggests the use of internal reference
pricing for medicines according to the
principles of therapeutic reference pricing,
under the following conditions:

OUR ADVICE   ON INTERNAL REFERENCE PRICING



WHO recommends the use of value-based pricing for medicines to support price setting 
and reimbursement decision-making where appropriate, under the following conditions:

Anticipate increasing adoption of value-
based pricing - ensure strong internal 
pricing governance 

3.

Value-based pricing is used in conjunction with other pricing policies, such as price negotiation,
internal and external reference pricing, and policies to promote the use of quality-assured generic
and biosimilar medicines

Adequate resources and skilled personnel are available to implement value-based pricing

Value-based pricing using health technology assessment (HTA) must include an analysis on budget
impact and affordability from the perspective of the payer and the patient

A well-established governance structure for value-based pricing using HTA is in place to ensure
processes are transparent, and assessment reports and decisions are disseminated publicly

The method and perspective for determining value are explicit

Decisions and evidence should be periodically reviewed and re-assessed

OUR ADVICE   ON VALUE-BASED PRICING



Mark-up regulation should be used in conjunction with
other pricing policies

Mark-up structure should be regressive, where mark-up
rate decreases as the price increases (rather than a fixed
percentage mark-up for all prices)

A. WHO suggests the use of mark-up regulation
across the supply and distribution chain for
medicines under the following conditions:

Avoid unforeseen price changes by 
calculating the impact of mark-up 
regulation on pricing structures

4.

B. WHO suggests that countries consider
using remuneration and mark-up
regulation as incentives for supplying
specif ic medicines (e.g., generic
medicines, low volume medicines,
reimbursable medicines) or to protect
medicine access for specif ic patients or
population groups (e.g. , vulnerable
groups, populations living in remote
areas)

C. WHO suggests that countries ensure
transparency of prices and methods when
setting up mark-ups along the supply and
distribution chain, including disclosure of any
rebates and discounts

D. WHO suggests regular review of mark-
up regulation to protect patients from
out-of-pocket expenditures

OUR ADVICE   ON MARK-UP REGULATION ACROSS THE 
PHARMACEUTICAL SUPPLY AND DISTRIBUTION CHAIN



A. WHO suggests that countries improve the
transparency of pricing and prices through the
following mechanisms:

Prevent revenue leakage with policies 
that incorporate the impact of 
increased transparency on list prices

5.

B. WHO suggests that countries improve the
transparency of pricing and prices through clear
description of pricing approaches and their
technical requirements

Sharing the net transaction prices of pharmaceutical
products to relevant stakeholders, both within the country
and externally

Disclosing prices along the supply and distribution chain

Reporting public research and development (R&D)
contributions from all sources

Communicating pricing and reimbursement decisions to
the public

OUR ADVICE   ON PROMOTING PRICE TRANSPARENCY



Price level should be considered alongside other criteria, including
product quality, product characteristics, availability, supply security,
supply reliability, and charges along the supply chain

Tendering should be used in conjunction with other pricing policies
to improve affordability and availability

A. WHO suggests that countries use tendering for
pharmaceutical products under the following conditions:

Create robust tendering 
strategies to leverage 
opportunities and guard 
against price erosion

6.

B. WHO suggests that countries use price negotiation to
complement tendering as well as other pricing policies

OUR ADVICE   ON TENDERING AND NEGOTIATION



A. WHO recommends that countries enable early
market entry of generic and biosimilar medicines
through legislative and administrative measures,
aiming to encourage early submission of regulatory
applications. This will allow for prompt and effective
review and ensure these products are safe,
efficacious, and quality-assured

Assess the impact of increased use of 
biosimilars and generics on forecasted prices 
and sales

7.

Legislation to allow generic substitution by dispensers and,
where applicable, biosimilar substitution

Legislative structure and incentives for prescribers to prescribe
by International Nonproprietary Name

Dispensing fees that encourage use of low-price generic and
biosimilar medicines

Regressive mark-up structure where lower rates of mark-ups
are applied for higher-priced products, and appropriate
financial and non-financial incentives for dispensers

Education programs for consumers and professionals
regarding the quality, safety, efficacy and price of generic and
biosimilar medicines

C. To maximize uptake of generic and biosimilar
medicines, WHO recommends that countries should
implement, and enforce as appropriate, a suite of
policies, including:

OUR ADVICE   ON PROMOTING THE USE OF QUALITY-ASSURED GENERIC AND BIOSIMILAR MEDICINES

B. WHO recommends that countries use multiple
pricing policies to achieve low prices for generic and
biosimilar medicines that are informed by the cost of
production. These policies may include internal
reference pricing, mark-up regulation, direct price
controls, tendering, promoting price transparency,
and lower patient co-payments



Procurement processes are transparent and
accompanied with high standard of governance

Financing for pooled procurement must be sustainable,
predictable, and timely with dedicated resources
mobilized for a capitalization fund to stabilize initial
regional pooled procurement efforts

A. WHO suggests the use of pooled procurement of
medicines under the following conditions:

Create strong pricing policies and protocols 
that reflect the impact of pooled procurement

8. OUR ADVICE   ON POOLED PROCUREMENT

Pooled procurement is initiated with a clear understanding of
the price and non-price benefits to be achieved (e.g. quality;
availability; administrative efficiencies; bargaining power;
improved capacity to forecast; collective technical expertise)

Pooled procurement is initiated with a clear understanding of
the regulatory policies, quality assurance, patent laws and
relevant patent information, and financing processes in
participating jurisdictions

B. WHO suggests that countries consider initiation of pooled
procurement of medicines under the following conditions:



Prepare for changes to cost-plus 
pricing policies by evaluating 
alternative pricing models now

9. OUR ADVICE   ON COST-PLUS PRICING FOR SETTING THE 
PRICE OF PHARMACEUTICAL PRODUCTS

WHO recommends against countries using cost-plus pricing as a primary policy
for setting the price of pharmaceutical products, given the current lack of
transparency and the lack of an agreed framework among stakeholders
regarding the inputs for price determination



A. WHO suggests that countries consider
exempting essential medicines and active
pharmaceutical ingredients from taxation

Weigh options to influence 
national policies that support 
adoption of WHO 
recommendations

10.

B. WHO suggests that countries consider any tax
reductions or exemptions, with measures to
ensure that the policy results in lower prices of
medicines to patients and purchasers

OUR ADVICE   ON TAX EXEMPTIONS OR TAX REDUCTIONS FOR 
PHARMACEUTICAL PRODUCTS



How Alira Health can help

Alira Health advises companies in pricing strategy and management to maximize their market opportunities. We offer 
services across the product lifecycle that can help improve the impact of an increase in net price visibility

STRATEGIC PRICING OPERATIONAL PRICING

Set floor pricing and external reference pricing, drive
support for board approval

Price corridor design

Create pricing governance based on business cases and
considering external and internal reference pricing

Price governance

Develop global strategy and launch plan

Launch sequence optimization

Create and reorganize pricing and market access structure 
and capabilities at a corporate or affiliate level to ensure 
maximized pricing and reimbursement conditions

Pricing and MA organizational strategy

Design of tender management policies so formal decisions are
in place to mitigate possible external reference pricing impact

Tenders and contracting governance

Creation of competitive report readiness to understand
and manage the impact of generic and biosimilar entry

Loss of exclusivity management



During price negotiations in an EU country, authorities requested that a
global pharmaceutical corporation provide increased price visibility and
their invoiced prices

The company challenged the information request given the confidentiality
agreement with their partner organizations

However, authorities justified the request based on the country’s increased
requirements in terms of price visibility. The authorities quoted the WHO
guidelines regarding increased transparency

As a result, the company had to present net invoiced prices in order to
secure their expected level of reimbursement in that market

Despite pricing disclosures, the prices after negotiation did not meet the
company’s expected level of reimbursement and, instead, was the lowest in
the price corridor, creating a substantial negative gap in forecasted
revenues

Alira Health’s Market Access practice helps 
prepare organizations for successful price 
negotiations and avoid revenue leakage

SCENARIO THE IMPORTANCE OF GROSS-TO-NET PRICE 
CORRIDORS DESIGN

FOR MORE INFORMATION: ©

By failing to examine the net price corridor, companies may
open themselves up to negative pricing impacts
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