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Contributors

Purpose

This Handbook documents a select set of case studies of specific country pharmaceutical 
pricing policies. 

The purpose is to illustrate various ways pricing policies are designed and carried out in 
countries. The case studies are presented according to the overall pricing approach. For 
simplicity, the case studies do not present all pharmaceutical pricing policies 
implemented in a particular country. 

Readers should note from the outset that these case studies are presented not as 
endorsement from the World Health Organization (WHO). Rather, the case studies are to 
illustrate the diversities of policy designs and implementations responding to the 
differing health system contexts, policy objectives, and requirements. 

As pricing policies operate in an environment with changing policy and market 
conditions, policies in this Handbook are expected to change over time. To keep this 
Handbook up to date in an efficient way, WHO will apply a ‘living document’ approach.
based on a systematic and continuous process of engagement with country authorities 
and updating as these policies evolve. WHO also aims to expand the number of case 
studies presented in this Handbook. 

Readers should consult WHO Guideline on Country Pharmaceutical Pricing Policies 
(https://www.who.int/publications/i/item/9789240011878) for recommendations on 
specific country pharmaceutical pricing policies. 

Readers should consult official government information sources for the most up-to-date 
explanations on specific pharmaceutical pricing policies in individual countries.

› Asita de Silva

› Ines Fradi

› Nesrine Ghozzi

› Soumaya Miled 

› Fatima Suleman

› Ellen Lardner

› Chloë Dimock

› Juliana Vallini

› Tomás Pippo

› Gergely Németh

› Sabine Vogler

› Netnapis Suchonwanich

› Pattara Leelahavarong

› Nitichen Kittiratchakool

› Klara Tisocki

› Kiu Tay-Teo
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Use a coherent set of 

policies in combination 

to manage prices along 

the supply and 

distribution chain, and at 

different time points of 

product lifecycle

Coherence

Select policies suitable 

for the context of the 

health system

considering the supply 

and demand of 

pharmaceutical products

Specificity

Clear policy objectives 

focusing on achieving 

affordable and equitable 

access for consumers; 

value for money based 

on improved health 

outcomes

Clear 

purpose

Communicate pricing 

policies, processes, 

decisions and 

outcomes 

transparently to 

relevant stakeholders

Transparency

Pharmaceutical

Pricing Policies

Eight 

Principles

Integrate legislative 

framework, 

administrative 

structures, technical 

capacity to achieve a 

supportive environment 

for policy 

implementation
Integrated 

framework

Monitor & review policy 

implementation and its 

impacts, and amend if 

required, to ensure the 

relevance and effective-

ness of the policy in 

achieving the objectives

Relevance

Ensure compliance price 

regulation is 

introduced, for example 

through incentives, 

enforcement, price 

monitoring system, fines

Compliance

Collaborate with other 

health systems to 

promote information 

exchange about policies 

and their impacts, 

including prices

Collaboration

Eight principles 
for developing and considering pricing policies
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Case studies
Country pricing policies



Reference pricing

External reference pricing

Which medicines?
› Medicines to be listed in the Reimbursement Code (Erstattungskodex, or EKO) i.e. 

Austria’s positive list for medicines used in ambulatory (extramural) care sector, for 
reimbursement by the Austrian Social Health Insurance;

› Medicines NOT listed in the positive list, with the prices set retrospectively if the 
total expenses (including all pack sizes and dosages) exceeded €750 000 for the 
Austrian Social Health Insurance during the past 12 months. 

How are maximum prices 
determined?

› Prices based on external reference 
pricing are determined at the ex-
factory or ex-manufacturer level by 
the Pricing Committee 
(Preiskommission) hosted by the 
Austrian Federal Ministry of Social 
Affairs, Health, Nursing and Consumer 
Protection.

› Maximum reference price corresponds to the 
average of the ex-factory prices of that medicine in 
the remaining 26 countries of the European Union 
(EU26)

› A price is determined within six months upon 
receipt of a marketing authorization holder’s price 
application. Price evaluations are mandatory 18 
months after the first time a price was set and 24 
months after the second time a price was set, with 
possible re-evaluation 18 months after the third 
time a price was set. 

› Same pricing rules are applicable for medicines NOT 
listed in the positive list that have reached the 
expenditure threshold, with the refund required for 
the period after the annual expenditure threshold 
was reached. 

How is price information 
sourced?

› For medicines seeking to 
be listed on the 
Reimbursement Code, 
marketing authorization 
holders must submit all

available prices of the medicine in 
EU26 at ex-factory and ex-wholesaler 
levels, including statutory discounts 
mandated officially by legislation. 

› International medicine prices collected, 
compared and analyzed by the Austrian 
National Public Health Institute 
(Gesundheit Österreich GmbH, or GÖG) 
to support the Pricing Committee, 
mandated by legislation. GÖG also 
validates price information submitted 
in marketing authorization holders’ 
applications. 

The Austrian Social Insurance (Dachverband 
der österreichischen Sozialversicherungsträger,

DVB) could further negotiate prices with the 
manufacturers. The negotiated discounts are 
confidential, but their presence are indicated 

in the Reimbursement Code.

Austria

8

to determine maximum medicine prices



Reference pricing

Generic price = reduction of at least 15% on the price of the 2nd generic 

Biosimilar price = reduction of at least 10% on the price of the 2nd

biosimilar product

Generic price = reduction of at least 50% on the price of originator

Biosimilar price = reduction of at least 38% on the price of reference 
product

= reduction of at least 30% of its price within 3 months 
after the first generic or biosimilar product has entered 
the EKO

1st generic or 

biosimilar 
products entering 
EKO

Generic price = reduction of at least 18% on the price of the 1st generic 
included in the EKO

Biosimilar price = reduction of at least 15% on the price of the 1st

biosimilar product included in the EKO

2nd generic or 

biosimilar 
products entering 
EKO

3rd generic or 

biosimilar 
products entering 
EKO

Internal reference pricing 

Austria

9

in the form of a price link policy

Originator or 
reference 
biologics price 

Generic price = reduction of at least €0.10 of the lowest priced generic 
included in the EKO

Biosimilar price = reduction of at least €0.10 of the lowest priced 
biosimilar included in the EKO

4th & further 
generic or biosimilar 
products entering 
EKO

Which medicines?
› Generic and biosimilar medicines to be listed in the Reimbursement Code 

(Erstattungskodex, or EKO) Austria’s positive list for medicines used in ambulatory 
(extramural) care sector, for reimbursement by the Austrian Social Health 
Insurance. 

› Non-reimbursed medicines in the ambulatory sector and medicines used in 
hospitals are NOT subject to this policy

Price reductions are according to the order of entry in the Reimbursement Code (or EKO), 
with earlier entrants getting higher prices

How are prices determined



Reference pricing

Internal reference pricing 

Which medicines?

› Medicines supplied in the private market. At 2020, the 
regulation covered more than 60 commonly used medicines 

Sri Lanka

Setting maximum retail prices of 
medicines in the private sector

Why was the new pricing policy implemented?

Cost-plus pricing according to CIF was no longer adequate and 
appropriate because: 
› The (unregulated) private sector covered more than half of 

the pharmaceutical market

› About 9 in 10 medicines are imported, with the suppliers 
declaring inflated and unverifiable CIF.  The inflated CIF led to 
margins of over 100%

› A single registered supplier can import multiple brands of the 
same medicine, thereby preventing competition;

› Fixed percentage mark-ups used by importers incentivized the 
supplies of higher priced products through higher net margin. 
Medicines used to treat less common diseases (e.g. 
chloroquine to treat malaria) became unavailable because the 
volume and margins are commercially less attractive.

What was the policy before October 2016?

› Cost-plus pricing according to Cost, Insurance, Freight (CIF) 
with a standard mark-up for all medicines (e.g. CIF + 85%) 



?


NOTE: Medicines used in the public sector by State healthcare institutions are 
purchased through tendering procurement  (see maximum tender price regulation); 
Medical devices (e.g. cardiac stents, intraocular lenses used for cataract surgery) are 
subject to cost-plus pricing based on calculated average CIF + applicable taxes & 
levies + uniform percentage mark-up of up to 30% to 35%

10



Reference pricing Sri Lanka

*Price calculation Includes all medicines with >80-85% of 
the total market; and excludes products with small 
market shares (i.e. outliers) 

Prices of Brands A and C must be 
maintained at the same price 

Maximum retail price*
= Weighted average price of Brands A, B, C & D 
= Rs 1940

How is the policy implemented?

1. Scope of policy: Identifying commonly used medicines 
with reference to the active pharmaceutical ingredient, 
route of administration or dosage form and strength 

2. Data collection: Retail prices are obtained from 
community pharmacies across the country the State 
Pharmaceutical Corporation, cross-checked by the Food 
and Drug Inspectors of the National Regulatory Authority; 
Market shares of different brands are based on sales data 
obtained from private market information companies.

3. Setting maximum retail price based on the average price 
weighted by the market shares of different brands that 
cumulatively account for more than 80-85% of the total 
sales for the medicine.

4. Price revision every X years

Before regulation After regulation

Prices of Brands B, D, E & F up 
to the maximum regulated price

11



Reference pricing

External reference pricing

Which medicines?

› All originator brand medicinal products seeking approval for regulatory 

registration and marketing in Tunisia

Tunisia

How are prices of the reference products determined? 

When submitting Marketing Authorization Application, 

manufacturers must submit available prices of the medicine 

at ex-wholesaler level in six countries: Algeria, France, 

Germany, Italy, Morocco and Spain

The Ministry of Health’s Technical Committee of 

Pharmaceutical Specialities collects, compares and analyzes 

the prices obtained by the six countries mentioned above, as 

well as prices of existing therapeutic analogues in Tunisia.

1

2

3

Ministry of Health negotiates price with the manufacturers 

based on:

❖ Prices of the product in the reference countries

❖ Prices of existing therapeutic analogues in Tunisia

❖ Additional rule: at least 12.5 % lower than the 

wholesaler price in the product country of origin

❖ Further health technology assessment

12



Locally manufactured 
medicines

Imported essential 
medicines

How are prices of the generic products determined? 

Which medicines?

› All generic products supplied in the private sector

Note: Medicines used in the public sector are purchased through tendering when 
two or more marketing authorizations for the same medicines are available.

Reference pricing

Internal reference pricing 

Tunisia

Reference 
product

 at least 30% 
on the price of 
the reference 
product in 
Tunisia*

1st Generic

2nd Generic

3rd Generic

Subsequent 
generic

 at least 5% 
on the price of 
the 1st generic 

 at least 5% 
on the price of 
the 2nd generic

 at least the 
same price of 
the 3rd generic

Price revision

Revision of retail prices by the Ministry of Trade, upon request 
and generally every five years.

Revision of the procurement prices by the Tunisian Central 
Pharmacy - the procurement agency under the supervision of 
Ministry of Health. It procures medicines for the public hospitals 
and as the sole authorized importer of medicines for the private 
sector. 

www.phct.com.tn

Prices of medicines in the private market 

13



Mark-up regulation 
across the pharmaceutical supply and distribution chain 

Australia

Manufacturer


Approved 
ex-manufacturer price 
determined by health 
technology assessment 
and negotiation 

Two-tier mark-up  to determine the           
ex-wholesaler price charge to 
pharmacists

• Tier 1 for medicines with ex-manufacturer 
price   $930.06, mark-up is 7.52% 

• Tier 2 for medicines with ex-manufacturer 
price  $930.06, mark-up is a fixed at 
$69.94

Wholesaler

Regressive mark-up

Mark-up rate decreases as the price 

increases, rather than applying a fixed 

percentage mark-up for all prices.

Why?
Compared to fixed percentage mark-up, 

regressive mark-up prevents suppliers’ 

preference for high-priced medicines 

because of higher profit margins. If well 

structured, regressive mark-ups could 

motivate suppliers to provide lower-

priced medicines (e.g. generic medicines).

What?

1

3

Price

M
ar

k-
u

p
 p

er
ce

n
ta

ge

How does it look like? 

2
Higher price 

& lower 
mark-up

Lower price 
& higher 
mark-up

Three-tier structure

14



• Tier 1 mark-up for ex-manufacturer price 
below $40: 10%

• Tier 2 mark-up for ex-manufacturer price 
between $40 and $100: $4.00 

• Tier 3 mark-up for ex-manufacturer price 
between $100.01 and $1000: 4%

• Tier 4 mark-up for ex-manufacturer price 
greater than $1,000: $40.00

Medicines in General Schedule

Community pharmacies has three-tier 
regressive mark-ups
• Tier 1 mark-up for ex-wholesaler price below 

$180: $4.09
• Tier 2 mark-up for ex-wholesaler price 

between $180 and $2,089.71: 3.5% 
• Tier 3 mark-up for ex-wholesaler price more 

than $2,089.71: $74.79

Private hospitals has single-tier flat 
mark-up of 1.4%

Dispensing fee

• Standard fee for ready-prepared 
products = $7.39

• Additional dangerous drug fee 
for products containing 
controlled substances = $3.11

• Additional fee for 
extemporaneously-prepared
products = $9.43

Concessional patients = $6.60 per prescription item    
or $0 if already paid a total of $316.80 per year

Other General patients = $41.00 per prescription item 
or $6.60 if already paid a total of $1,486.80 per year

Mark-up regulation 
across the pharmaceutical supply and distribution chain 

Australia

Pharmacy Patients

Patient co-payment paid to pharmacy

GovernmentGovernment reimbursement to dispensers                                            
= dispensed price minus patient co-payment

= ex-wholesaler price +   pharmacy mark-up   +   dispensing fee++
Pharmacy mark-ups depend on the types of 
medicines and dispensing health facilities

Public hospitals outpatients 
• 0% mark-up and $0 dispensing fee 

because of other funding 

arrangements

F

 

Medicines in Highly Specialised Drugs program has four-tier regressive mark-
ups for both Community pharmacies & private hospitals

15



1996 National Drugs Policy

The Minister may, on the 
recommendation of the pricing 
committee, make regulations on the 
introduction of a transparent pricing 
system for all medicines and Scheduled 
substances sold in the Republic

1. Predictable price throughout supply chain

Single exit price at the ex-manufacturer level 

• Fixed ex-factory price to all purchasers other than the State

• Include transparent logistics costs, which restrict manufacturers 
from charging no additional mark-ups for logistics when selling to 
pharmacies, hospitals or dispensing practitioners 

• Manufacturers sell at a single price irrespective of volumes

• Removal of rebates and discounts, or other marketing incentives, 
including free samples to anyone

• Maximum increase in the single exit price is determined annually 
and published by the Minister of Health

Set fee for wholesalers

• Clear definition of logistics costs

• Contracts between logistics providers and manufacturers 

Fee for pharmacists and non-pharmacist licensed dispensing 
practitioners (e.g. medical practitioners)

• Maximum dispensing fee based on regressive margins

Promoting price transparency
South 

Africa

1997 Regulations Relating to a 
Transparent Pricing System for 
Medicines and Related Substances



There will be total 
transparency in the pricing 
structure of pharmaceutical 
manufacturers, wholesalers, 
providers of services, such as 
dispensers of drugs, as well as 
private clinics and hospitals.
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Detailed information  
http://www.saflii.org/za/legis/num_act/marscaa1997450.pdf
https://www.gov.za/sites/default/files/gcis_document/201409/drugpol0.pdf

2. Transparent process

3. Publication of price information

Pricing Committee that makes recommendations to the Minister

• Minister appoints members

• Membership from Department of Trade and Industry, 
Department of Finance, Competition Commission, 
Pharmacists, Legal Counsels, Consumers, Academics. 

• No industry representation.

Pricing policy encompassing multiple clearly stated approaches

• Generic substitution policy 

• Markup regulations

• Reference pricing

• Health Technology Assessment

Regular price revision

• Maximum price valid for one year

Gazetting of the fee
Website
https://mpr.code4sa.org/



 Printing of price on 
package

Invoice differentiating 
between Single Exit Price 
and patient price

Promoting price transparency
South 

Africa
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Promoting price transparencyAustralia

What problem is price disclosure policy trying to solve? 

What is price disclosure policy?

• In 2007, the Australian Government introduced a 
legislated policy called “Price Disclosure”. 

• With this policy, pharmaceutical companies must 
collect information about sales (i.e. volume and 
revenue) and incentives (e.g. discounts, rebates, 
bonus stocks) and disclose the information to the 
Australian Government. 

• The policy is applicable to medicines subject to 
competition i.e. pharmaceutical items that have 
multiple brands listed on the Pharmaceutical 
Benefits Scheme (PBS). 

• Before 2007, the Australian Government often paid 
pharmacists much more than the actual procurement cost of 
the medicines supplied under the PBS.

• This is because the incentives (e.g. discounts, rebates, bonus 
stocks) provided by manufacturers and wholesalers to 
pharmacists were not considered in the pricing of PBS 
medicines.  

Price disclosure policy 

?

18



Promoting price transparency Australia



$

What price information is 
disclosed to the Government?

How is the disclosed information used for pricing?

• Drug

• Form/strength

• Manner of Administration (MoA)

Data over 6 months repeated every year

• Volume of sales

• Sales revenue after any discounts & rebates related to sales

• Incentives by value & type (e.g. bonus stock of $1 million)

• Supplies to public hospitals are excluded

• The price at which the manufacturer is selling the drug with incentives, is 
calculated for each brand of pharmaceutical item. 

• An average market price is calculated across all pharmaceutical items of a 
drug and MoA. This is then weighted by volume market share of the 
different brands. 

• The difference between the current government price and the calculated 
net market price is determined. The Government price is reduced only if 
the average market price is higher than a pharmaceutical item’s minimum 
reduction threshold (10% or 30%).

• All calculations undergo a checking process by an independent third party 
and manufacturers have an opportunity to raise disputes.

• Each cycle is twelve months long and ends with a reduction day, with data 
being collected over a 6 month period.

Prices are reviewed for pharmaceutical items
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EURIPID is a voluntary collaboration 
of the European national competent 
authorities for pricing and 
reimbursement of medicinal 
products. 

These competent authorities have 
shared information on pricing of 
medicinal products through a 
password-protected ongoingly-
maintained website and a database. 

The participation is open for the 
countries of the European region.
The Board of participating authorities
must approve access for new 
participants through formal 
applications.

Promoting price transparencyEurope

20

Price sharing through EURIPID 

What is EURIPID? Why was EURIPID started?

In 2010, EURIPID was established in 
response to a need for more 
transparency of the pharmaceutical 
market in the EU. Authorities for pricing 
and reimbursement of medicinal products
also needed information on the prices
and availability of products in other 
countries in order to inform country 
pricing approaches, such as reference 
pricing.  

Status of EURIPID in 2021

<26 participating 

countries in Europe

International collaboration on sharing national prices 

and pricing regulations of medicinal products

<10 000 000 
price references of medicinal products

How is EURIPID financed?

First financial contribution was received 
from EU in 2009. Currently participating 
national pricing and reimbursement 
authorities contributes to 60% of the 
funding requirements 



Collection: Participating authorities are required to share the list of medicines 
and price updates with EURIPID at the national update frequency, ranging fom 
daily to annually. The volume information is collected and published on a monthly 
basis. 

Standardization of information: The EURIPID team manually standardizes the 
national lists to a format in English based on a data standardisation manual 
developed for EURIPID.

Publication: The EURIPID website publishes information regularly updated 
background information about the pricing system of the participating countries to 
help interpretation of information.

Download information: Participants can freely access and download relevant 
price information from the website. Users may also use other features of the 
website, including graphical presentation of the data and reports. 

How is the information collected, published, and shared?

What do participating countries use the information for?

Promoting price transparency Europe

What is in the 
EURIPID Database?

Public information on 
prices of reimbursed & 
non-reimbursed 
medicines

Volume 
information

Existence of managed 
entry agreements

21

Information from the EURIPID database are used to inform external 
reference pricing, price negotiations, price benchmarking, checking 
availability of products, and consumption benchmarking.



Single-source 
(new) medicines 

Application: PHARMAC receives a funding application from medicine suppliers, health 

professionals, or members of the public

Assessment: PHARMAC assesses the application and seeks advice from an independent 

group of clinical experts called “PTAC” or one of its specialist subcommittees. PTAC assesses 

the scientific evidence and considers the application against Factors for Consideration (FFC).

PTAC gives advice and makes recommendations of the relative priority for funding compared 
to other funding applications. 

Prioritisation: Following PTAC’s advice and recommendations, PHARMAC completes a 

health economic assessment and uses FFC to compare and rank all funding applications to 
create a prioritised list of medicines for funding consideration. 

Tendering and negotiation
New 

Zealand

Direct negotiations with  
suppliers (informed by HTA)

How a medicine is funded in New Zealand

• Te Pātaka Whaioranga (PHARMAC) is the Government agency that manages medicines funding
(and some devices) in New Zealand.

• PHARMAC’s job is to prioritise which medicines will deliver the best possible health outcomes for
New Zealanders. PHARMAC manages the funding of medicines via its Pharmaceutical Schedule.

Negotiation and consultation: 
Upon identifying preferred supplier, 
PHARMAC negotiates terms and conditions on 
price, funding and supply, before public 
consultation and final approval by its Board.

Decision and listing: PHARMAC lists a 

product on its Pharmaceutical Schedules on 
the agreed funding conditions.

1

2

3

Need
Health 
Benefits

Cost & 
savingsSuitability 

Person

Health system

Family & community

4

5

6

Sourcing supply: If there is sufficient 

funding available, PHARMAC identifies the 
suitable procurement approach which could be 
either direct contracting with a supplier or a 
competitive procurement process.  

Factors for 
Consideration 

22



Timeline of annual tendering 

• July-August PHARMAC publicly consults on the tender agreement and product list.

• September: PHARMAC seeks clinical advice on the proposed Annual ITT product list.

• November-December: PHARMAC issues the finalised Annual ITT.

• January-March: PHARMAC seeks clinical advice on products proposed for supply through tendering. 

• March onwards: PHARMAC reviews and evaluate tender bids guided by its Factors for Consideration 
and make decisions on whether to award a sole supply tender.

Multisource medicines


Using tender to negotiate 
exclusive supply contracts

Tendering is used to source nearly a third of the approximately 1,700 formulations 
listed on the Pharmaceutical Schedule

Tendering and negotiation
New 

Zealand

Other  procurement or 
contractual arrangements

Invitation to Tender (ITT) is issued 

every year. Suppliers successfully winning 

the tender receive near exclusive contract to 

supply the specified medicines for up to 

three years. Bids are legally binding and 

usually have limited negotiation following 

receipt of a bid. 

Products for tendering

• Products approaching the end of a tender cycle 

• Products coming off patent

• Products with protection periods from 
alternative agreements ending

• Products where new competition has been 
identified (e.g.  same therapeutic group)

Request for proposals: PHARMAC uses this approach for medicines  requiring greater flexibility 
in the procurement process than the Annual ITT offers  

Caps and rebates: PHARMAC and a supplier may agree to capping expenditure at a certain level. 

The supplier would provide rebates for the cost of the pharmaceutical in excess of the cap. This 
helps manage expenditure for new medicines where uptake may not be certain.

Multi-product agreements: In some circumstance PHARMAC enables suppliers to offer proposals 

that ‘bundle’ different medicines. Many pharmaceutical companies have groups of related products and 

can offer price reductions on older medicines in return for a new product being funded by PHARMAC.

Capping expenditure 
and ‘Bundling’
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Technical cooperation
Recognizing 
country context

Mission

To improve access to quality, safe and effective medicines and health 

supplies

To ensure affordability, and promote efficient and sustainable health 

systems to improve health outcomes

 Support assessment of product 

availability against national treatment 

guidelines / WHO Model List of 

Essential Medicines

 Forecasting needs in accordance with 

WHO Guidelines and 

recommendations

 Quality assured & transparent 

international sourcing options

 Finance planning and access to 

interest-free credit line

 Procurement and end-to-end supply 

chain followed through National 

Health Authorities

 Rational use

 Analysis on regulatory 

registration status 

 Analysis on intellectual 

property status

 Supply chain capacity 

strengthening on 

demand forecasting, 

planning, transportation 

and execution

Pooled procurementPAHO

Regional Revolving Fund for Strategic Public Health Supplies 
of the Pan American Health Organization (PAHO)

A Revolving Fund is a financing 
mechanism that facilitates continual 

replacement of the fund when 
withdrawals are made from a 

central account.
24



>$20 million (USD)

Scale of operation

Purchase value

 Political commitment

 Solidarity among participating members

 Compatible legislations 

 Dedicated secretariat and professional workforce

 Transparent processes for international sourcing and bidding

 A lower single price for all Member States to ensure 
affordability and sustainability



Pooled procurement PAHO

41
participating 
countries and 
territories 

Essential health 

supplies for  

communicable, 

non-communicable 

& neglected 

diseases

>395 

Capitalization fund

Long term 
agreements 
managed

▪ 137 essential 
medicines 

▪ 102 diagnostics

>239

>7.5 million
People received treatment 
in 2018-2019

>$148 million (USD)

Success factors
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Promoting the use of  generic 

and biosimilar medicines
Germany

Prescription targets and quotas for biosimilar medicines

How are prescription target or quota set for biosimilar medicines?

Some background on health insurance in Germany

How is it organized? 

 Health insurance is mandatory for all 
residents in Germany.

 About nine in ten people in the 
population are enrolled in Statutory 
Health Insurance, or SHI. SHI provides 
insurance coverage for inpatient, 
outpatient, mental health services, and 
prescription drugs. 

 Private health insurance covers the 
remaining population, which comprises 
students, civil servants and people with 
a yearly income above a certain income    
(e.g. EUR60,750 in 2019).

Who administer SHI? 

 SHI is administered through more than one 
hundreds competing nonprofit sickness funds
on national exchange, represented centrally by 
the National Association of Statutory Health 
Insurance Funds, or GKV-SV. 

How is pharmaceutical budget managed? 

 Each year, GKV-SV negotiates collective 
contracts with 17 Regional Associations of 
Statutory Health Insurance Physicians, or KBV.

 Within each region, these KBVs individually 
perform quality assurance & control budget.

 The national association of SHI funds (GKV-SV) and SHI physicians (KBV) 
negotiates the overall prescription budget every year. The negotiation 
considerations include prescription targets/quotas for biological medicines. 

 Based on previous year’s rates of prescribing, GKV-SV and KBV makes 
recommendations on the prescription targets in a non-binding agreement to 
guide specific targets in the individual contracts with the 17 KBV regions. 

 Based on the national agreement framework, regional KBV and sickness funds 
define prescription targets or quotas in the binding regional contracts (which 
also include other budgetary and performance measures).

 Each regional contracts may define targets or quotas differently and with 
deviations to the recommendations in the national agreement, so long as the 
overall budgetary requirements are met.

Regional negotiation and contracts

National negotiation and non-binding agreement framework








Bundesrahmenvorgaben 

für die 
Arzneimittelvereinbarungen
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 Erythropoietin >90%
 Insulin glargine >95%
 Insulin lispro >95%
 Insulin aspartate >95%
 Adalimumab >90%
 Etanercept >90%

 Infliximab >95%
 Follitropin-alfa >80%
 Somatropin >60%
 Bevacizumab >95%
 Rituximab >95%
 Trastuzumab >95%

Promoting the use of  generic 

and biosimilar medicines
Germany

Prescription targets and quotas for biosimilar medicines

Selective examples from two target agreements for biosimilar medicines

Westfalen-Lippe (2021)

Other policies to promote the 
use of biosimilar medicines

Saxony-Anhalt (2020)
 Erythropoietin 92.91%

 Specialists in gastroenterology 

• Biological medicines and JAK inhibitors  <7.89%

• Biological medicines with biosimilar products 92.91%

• Biological for chronic inflammatory bower disease 31.60%

 Specialists in hematology and oncology

• Medicines with generic products 89.55%

• Generic imatinib 89.32%

• Biosimilar of colony-stimulating factor  64.96%

• Biosimilar bevacizumab 75.00%

Internal reference pricing

• Internal reference pricing policy is 
used to set the reimbursement limit. 

Prescribing and dispensing

• The medical regulatory agency (Paul-
Ehrlich-Institut) has published 

official statement that biosimilars “can in 
principle be used in the same way as originator 
products after equivalence has been proven and 
the marketing authorization has been granted.”

• A law enacted in 2019 will take effect from 2022 

for the automatic substitution of biologicals at 

community pharmacy level, provided that 

interchangeability has been recognized by the 

Federal Joint Committee (or G-BA ).

• Prescribing by active substance is allowed for 

biologicals but pharmacist has to consult the 

prescribing doctor in case of an INN prescribing 

for a biologic (except for “bioidenticals”, i.e. 

made at the same production site using the 

same process). Procurement practice

• Open tenders are used by the individual sickness funds for procuring off-patent medicines, 
(generics, biosimilars, and the corresponding originator/reference products). In addition to 
price, the final agreements include other agreed conditions e.g. (confidential) discounts.
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• The German reference price system 

(“Festbetragssystem”) categorises medicines 

into broad price-reference group (‘cluster’), 

which may include off- and on-patent 

medicines. Some biological medicines are 

included in the reference price system.

• Patients opted for higher-priced medicines in 

a price-reference group are required to pay for 

the difference between the price of the 

chosen product and the reference price.

• The reference price system is supported by 

INN prescribing and mandatory generic 

substitution.



Information required for price negotiation 

What medicines are included in negotiation?
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The benchmark price is informed by the following information:
▪ Threshold price from cost-effectiveness analysis
▪ External reference price (ERP): using medicine prices from selected countries, preferably with a good 

price negotiation and purchasing mechanisms, as a benchmark price
▪ Internal reference price (IRP): using medicine price from public hospitals as references since price that 

each hospital purchased may vary depending on the volume of purchase, etc.

Proposed medicines to be included in the National List of Essential 
Medicines (NLEM) or reimbursement list of public health 
insurances, high clinical values with high costs or high budget 
impacts, would be in price negotiations. 

• Civil Servant Medical Benefits Scheme 
• Social Security Scheme 
• Universal Coverage Scheme

~99%

Public Health Insurances

Selection 
criteria 
for negotiated 
medicines are: 

High clinical value for a whole population or a large 
sub-population, with high impact on the government 
budget

High clinical value for a small population

High clinical value for a whole population or a large sub-
population, but not an imminent priority and multi 
sources medicines

High clinical value for a small population, but not 
an imminent priority and multi sources medicines

e.g., new vaccines  for Expanded

Program on Immunization & anti-

retroviral therapy for HIV infection

e.g., oncologic drugs

e.g., antibiotics, novel anti-diabetics, 

CVD medicines

e.g., biologic & targeted 

synthetic DMARDs

Country contexts: whether the selected medicine match 

with the situation in the country e.g., health 

infrastructure and readiness of health system.
Budget impact: whether estimated 

budget is affordable for 3 main 

healthcare insurances.Epidemiological data: the number of eligible 

population for selected medicines

NLEM policy decision: clinical aspects (e.g., clinical 

practice guidelines, efficacy and safety trials) and 

‘Choose One Brand’ policy with the most competitive 

qualification will be considered.

Expected utilization rate and costs: how the medicine 

will be administered and how much other costs will 

incur e.g., diagnostic test and hospital staff cost.

Economic evaluation: whether the 

medicine at current price is cost-effective 

and the percentage of price reduction at 

country cost-effective threshold 

($5,000/QALY gained)

Price negotiation model: e.g., value-based 

pricing, price volume agreement, voluntary 

licensing and risk sharing under managed 

entry agreement.

of 

population

Negotiating affordable prices for 

the National List of  Essential Medicines
Thailand



Negotiating affordable prices for 

the National List of  Essential Medicines
Thailand

Price negotiation process of NLEM
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Health Technology Assessment (HTA) plays an 
integral part in interventions prioritization and 
determining the threshold price to purchase. Cost-
effectiveness analysis, which is a type of HTA, 
informs value for money of the interventions.

The Co-ordinating Working group will assign the 
Health Economic Working Group to conduct a cost-
effectiveness analysis and calculate the percentage of 
price reduction at country cost-effective threshold 
($5,000/QALY gained) for the Price Negotiation 
Working Group to negotiate with the pharmaceutical 
company. 

A benchmark for cost-effectiveness is termed 
‘cost-effectiveness threshold’, which is currently 
160,000 THB (around 5,000 USD) per quality-
adjusted life year (QALY) gained. If evaluated 
medicine is not cost-effective, the percentage of 
price reduction at country cost-effective threshold 
will be estimated. 

Since the concern in making a coverage decision is 
not only about cost-effectiveness but also health 
insurance affordability, the estimate budget 
impact based on primarily negotiation price is also 
calculated. Then, the final price can be much lower 
than the price at cost-effective threshold due to 
affordability of healthcare schemes.

A formal letter will be sent from the secretariat of Price Negotiation Working Group to relevant pharmaceutical 
company for price negotiation which will be arranged in 2 methods: active or passive negotiation methods. The 
active methods are used when the pharmaceutical companies are invited to discuss the price face-to-face, 
while the passive methods are used when the communication are done on letters and documents without face-
to-face meeting. 

It was found that price negotiation has helped save 2.4 billion THB from negotiating 117 items and reduced 
the prices of the medicines by 5-80%. Most of the medicines are negotiated using active methods. In 
comparison, the active methods are more effective in reducing the price than the passive methods (34.28% and 
14.14%, respectively during March 2010 – Aug 2012). 

Cost-effectiveness Threshold & Price Negotiation

Development of National List of Essential Medicines



Tendering

Maximum tender price regulation

Sri Lanka

Which medicines?

 Ten most expensive medicines prescribed for cancer, which 

accounts for about 60% of the total annual budget for cancer 

medicines.

How are maximum tender prices determined?

 Analyze quotations received through tendering over the 

preceding three years for each of the 10 medicines. 

 Calculate Maximum Tender Price (MTP) for each medicine 

by: 

i. Excluding outliers: high quoted prices and small quantities 

ii. Taking the average of the remaining prices

 Publish MTP when tendering for the medicines to 

encourage suppliers to compete by submitting prices lower 

than the MTP 

Why was the policy implemented ?

 More than 9 in 10 patients access cancer medicines through 

State institutions due to their high cost. 

 Regulating retail prices through reference pricing will have 

minimal impacts. 

 Cancer drugs are procured by the State through competitive 

open tenders. 

?



〒
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Useful resources



WHO Collaborating Centres for pharmaceutical policies

WHO guidelines and resources

Pricing and related policy guidance

› Guideline on country pharmaceutical pricing policy, 2020.

› Guidelines on Multisource (generic) pharmaceutical products: guidelines on registration 
requirements to establish interchangeability, 2015. 

› Guidelines on evaluation of monoclonal antibodies as similar biotherapeutic products (SBPs), 
2016. 

› WHO Guidelines on the quality, safety and efficacy of biotherapeutic protein products prepared 
by recombinant DNA technology, 2014.

› WHO Technical Report: Pricing of Cancer Medicines and Its Impact 2018

› Operational principles for good pharmaceutical procurement 

Monitoring 

› WHO / HAI Measuring Medicine Prices, Availability, Affordability and Price Components  2008

› MedMon - a tool for rapid collection and data analysis on the price and availability of medicines 
in health facilities, pharmacies and drug stores

Other resources

› WHO Model Lists of Essential Medicines

› WHO Model Lists of in-vitro diagnostics

› WHO Priority Assistive Products List

› WHO Roadmap for access 2019-2023: Comprehensive support for access to medicines & vaccines

WHO Collaborating Centre for 
Pharmaceutical Policies, FIOCRUZ, Brazil

WHO Collaborating Centre in 
Pharmaceutical Policy

Boston School of Public Health, USA

WHO Collaborating Centre in HTA
Instituto de Efectividad Clinical Y 

Sanitaria, Argentina

WHO Collaborating Centre for Governance, 
Transparency and Accountability in the 

Pharmaceutical Sector
University of Toronto, Canada

WHO Collaborating Centre for Pharmaceutical 
Policy and Evidence Based Practice
University of KwaZulu-Natal, South Africa

WHO Collaborating Centre for Health 
Technology Assessment and 
Management, Fudan University, 
China

WHO Collaborating Centre for 
Health System and Financing, 
Seoul National University, 
Republic of Korea

WHO Collaborating Centre for 
Pharmaceutical Pricing and 
Reimbursement Policies, Austrian 
National Public Health Institute, 
Austria

WHO Collaborating Centre for 
Evidence-Based Research Synthesis 
and Guideline Development, Health 
Care and Welfare Directorate, 
Emilia-Romagna Region, Italy

WHO Collaborating Centre 
in Health Technology

CENETEC, Mexico

List of  guidelines, resources & 

WHO Collaborating Centres
WHO
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To be clarified

Manufacturer/ wholesaler price

Retail / Pharmacy / mark-ups / fees  

Procurement

Government benchmark / reimbursement

Australia 

Price type

Argentina

Austria

 Click to activate weblinks

Azerbaijan

Bangladesh Slovakia

Barbados

Belgium

Brazil

Canada

Chile

Colombia

Japan

Nepal

Latvia

Lithuania

Malta

Morocco

Norway

Qatar

Peru

Russian Federation

Spain

Thailand

Czech Republic

Greece

Estonia

Indonesia

Sweden

Switzerland

Ireland

Israel

Turkey

Oman

South Africa

Please refer to the explanatory notes on each website  

List of  country websites

with pricing information

Various 

countries
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http://www.pbs.gov.au/info/industry/pricing/ex-manufacturer-price
http://www.pbs.gov.au/info/healthpro/explanatory-notes/front/fee
http://www.pbs.gov.au/pbs/home
http://www.argentina.gob.ar/precios-cuidados
http://www.sozialministerium.at/Themen/Gesundheit/Medizin-und-Gesundheitsberufe/Medizin/Arzneimittel/Arzneimittelpreise.html
http://www.erstattungskodex.at/
http://www.tariffcouncil.gov.az/?/az/content/177/
http://www.tariffcouncil.gov.az/?/az/content/177/
http://www.dgda.gov.bd/index.php/manufacturers/allopathic
https://www.health.gov.sk/?zoznam-kategorizovanych-liekov
https://www.health.gov.sk/?zoznam-kategorizovanych-liekov
http://drugservice.gov.bb/
http://www.riziv.fgov.be/nl/toepassingen/Paginas/farmaceutische-specialiteiten.aspx
http://www.riziv.fgov.be/nl/toepassingen/Paginas/farmaceutische-specialiteiten.aspx
http://portal.anvisa.gov.br/listas-de-precos
http://portal.anvisa.gov.br/listas-de-precos
http://www.comprasgovernamentais.gov.br/
https://www.cadth.ca/dv/list-publicly-available-canadian-cost-information
http://www.cenabast.cl/compras-cenabast/
https://www.minsalud.gov.co/sites/rid/Lists/BibliotecaDigital/RIDE/VS/MET/Precios-regulado-referencia-enero-2020.zip
https://www.minsalud.gov.co/sites/rid/Lists/BibliotecaDigital/RIDE/VS/MET/Precios-regulado-referencia-enero-2020.zip
https://www.minsalud.gov.co/sites/rid/Lists/BibliotecaDigital/RIDE/VS/MET/Precios-regulado-referencia-enero-2020.zip
https://www.mhlw.go.jp/topics/2019/08/tp20190819-01.html
http://www.dda.gov.np/content/mrp-of-medicines
http://www.dda.gov.np/content/mrp-of-medicines
https://www.zva.gov.lv/zvais/zalu-registrs/?lang=en
http://www.vlk.lt/veikla/veiklos-sritys/kompensuojamieji-vaistai/aktualijos
https://www.etenders.gov.mt/epps/quickSearchAction.do
http://www.anam.ma/regulation/guide-medicaments/recherche-de-medicaments-par-nom/
http://www.anam.ma/regulation/guide-medicaments/recherche-de-medicaments-par-nom/
https://legemiddelverket.no/english/public-funding-and-pricing/maximum-price#list-of-products-with-maximum-prices
https://legemiddelverket.no/english/public-funding-and-pricing/maximum-price#list-of-products-with-maximum-prices
https://legemiddelverket.no/english/public-funding-and-pricing/maximum-price#list-of-products-with-maximum-prices
https://www.moph.gov.qa/Admin/Lists/PublicationsAttachments/Attachments/66/Priced%20Products%20(04-June-2020).xls
http://observatorio.digemid.minsa.gob.pe/
https://grls.rosminzdrav.ru/pricelims.aspx
https://www.boe.es/diario_boe/txt.php?id=BOE-A-2019-13312
http://www.boe.es/diario_boe/txt.php?id=BOE-A-2019-13312
http://ndi.fda.moph.go.th/ndi_news_detail/index/180
https://hospitals.dit.go.th/app/drug_price_search.php
http://ndi.fda.moph.go.th/drug_national/drugs_current?p=%E0%B8%9A%E0%B8%B1%E0%B8%8D%E0%B8%8A%E0%B8%B5%E0%B8%A2%E0%B8%B2%E0%B9%81%E0%B8%9C%E0%B8%99%E0%B8%9B%E0%B8%B1%E0%B8%88%E0%B8%88%E0%B8%B8%E0%B8%9A%E0%B8%B1%E0%B8%99&name=%E0%B8%9A%E0%B8%B1%E0%B8%8D%E0%B8%8A%E0%B8%B5%E0%B8%A2%E0%B8%B2%E0%B9%81%E0%B8%9C%E0%B8%99%E0%B8%9B%E0%B8%B1%E0%B8%88%E0%B8%88%E0%B8%B8%E0%B8%9A%E0%B8%B1%E0%B8%99
http://dmsic.moph.go.th/index/drugsearch/1
http://www.sukl.eu/sukl/list-of-reimbursed-medicinal-products
http://www.sukl.eu/sukl/list-of-reimbursed-medicinal-products
http://www.moh.gov.gr/articles/times-farmakwn/deltia-timwn/6600-laquo-tropopoihsh-ths-d3-a-87611-13-12-2019-apofashs-me-thema-laquo-deltio-anathewrhmenwn-timwn-farmakwn-anthrwpinhs-xrhshs-dekembrioy-2019-raquo-raquo
http://www.moh.gov.gr/articles/times-farmakwn/deltia-timwn/6600-laquo-tropopoihsh-ths-d3-a-87611-13-12-2019-apofashs-me-thema-laquo-deltio-anathewrhmenwn-timwn-farmakwn-anthrwpinhs-xrhshs-dekembrioy-2019-raquo-raquo
http://www.moh.gov.gr/articles/times-farmakwn/deltia-timwn/6600-laquo-tropopoihsh-ths-d3-a-87611-13-12-2019-apofashs-me-thema-laquo-deltio-anathewrhmenwn-timwn-farmakwn-anthrwpinhs-xrhshs-dekembrioy-2019-raquo-raquo
https://www.haigekassa.ee/en/partner/medicinal-products/reference-prices
https://e-katalog.lkpp.go.id/
https://www.tlv.se/in-english/prices-in-our-database.html
https://www.tlv.se/in-english/prices-in-our-database.html
http://www.spezialitaetenliste.ch/
https://www.hse.ie/eng/health/hl/generics/ref/
https://www.hse.ie/eng/health/hl/generics/ref/
https://www.health.gov.il/Subjects/Finance/DrugPrice/Documents/TM_01012017.xlsx
https://www.health.gov.il/Subjects/Finance/DrugPrice/Documents/TM_01012017.xlsx
https://www.titck.gov.tr/dinamikmodul/100
https://www.moph.gov.qa/Admin/Lists/PublicationsAttachments/Attachments/66/Priced%20Products%20(04-June-2020).xls
https://www.moh.gov.om/en/web/dgpadc/-2
https://africaopendata.org/dataset/south-africa-medicine-prices
https://africaopendata.org/dataset/south-africa-medicine-prices
https://africaopendata.org/dataset/south-africa-medicine-prices



