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New indicators have been added on rate of restrictions and time to local authorisation dates

This yearôs Patients W.A.I.T. indicator has expanded to 39 
countries and now includes the full EU27 countries

Data not available / included Data available

New countries added:

V Cyprus (EU27)

V Luxembourg (EU27)

V Malta (EU27)

V Kazakhstan

European 

countries

year cohort 

(ó17-ô20)

39 4
innovative 

medicines

160

Improving the availability of medicines authorised in the European Union (EU) 

is a key priority for the European medicines regulatory network and for the 

pharmaceutical industry. This yearôs iteration of the Patients W.A.I.T. (Waiting to 

Access Innovative Therapies) Indicator has been running in evolving formats 

since 2004 and is the largest European study into innovative medicines 

availability and the time to patient access.

The charts in the following report covers an broader set of countries than in 

previous years. In the publication, data on 39 countries (27 EU, and 12 non-EU) 

are included giving a full European picture of availability.

Information on the 160 innovative medicines with central-marketing 

authorisation between 2017 and 2020 are included within the coming pages, 

with a one year delay to permit countries to include these medicines on their 

public reimbursement list, meaning that the data on availability is accurate as of 

January 1st 2022. This period is therefore inclusive of the COVID-19 pandemic, 

although no significant impact is noted in the indicator the impact on uptake has 

been shown through other studies.

Local pharmaceutical industry associations provide the information directly to 

IQVIA and EFPIA, and their methods are now included within the appendix to 

ensure full transparency to the study. 

EFPIA & the IQVIA team

Notable exclusions:

× Ukraine

× Belarus

× Moldova
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+ Study summary

+ The Patients W.A.I.T. indicators

1. Overview (all products) 

2. Oncology 

3. Orphan medicines

4. Non-oncology orphan medicines 

5. Combination therapies 

6. Historic comparisons and extended period

+ Appendix & detailed methodology

Contents
Click on hyperlinks for navigation to specific indicators
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The indicator long-running, and one of the largest datasets on medicines availability in Europe 

Patients W.A.I.T. survey has evolved, and is entering its 18th year

Sources include: https://www.efpia.eu/media/412416/market-access-delays-2017-final-140318.pdf; https://studylib.net/doc/7634123/patients--w.a.i.t.-indicator---report-201; 

https://www.efpia.eu/publications/downloads/efpia/efpia-patients-wait-indicator-2019-survey/; https://www.efpia.eu/media/602652/efpia-patient-wait-indicator-final-250521.pdf

EFPIA had requested that IMS Health 

prepare a database that can be used to 

analyse delays in market access for 

medicines in Europe. This database issued 

on a 6-monthly basis, providing a benchmark 

analysis of time needed for pricing / 

reimbursement processes after MA.
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Patients W.A.I.T. stands for:

Waiting to 

Access

Innovative

Therapies
EFPIA/ CRA report 

on root causes

https://www.efpia.eu/media/412416/market-access-delays-2017-final-140318.pdf
https://studylib.net/doc/7634123/patients--w.a.i.t.-indicator---report-201
https://www.efpia.eu/publications/downloads/efpia/efpia-patients-wait-indicator-2019-survey/
https://www.efpia.eu/media/602652/efpia-patient-wait-indicator-final-250521.pdf
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Where appropriate it takes into consideration things like managed 

entry agreements, line-of-therapy or formulary restrictions. However, 

it does not have a correlation to the use / uptake of the medicines. 

Country-specific nuances should be discussed with the local 

associations or EFPIA directly to ensure correct interpretation 

of the data, please see the appendix for further details. 

Definition of availability

The study is based on the core concept of ñavailabilityò

In this study the term 

óavailabilityô is used 

throughout to permit 

standarised measurement 

across 39 healthcare 

systems

Inclusion of a centrally-

approved medicine on the public 

reimbursement list in a country
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Full methodology and definitions by country are available in the appendix of the report

Study summary

* The Patients W.A.I.T. Indicator is not a measurement of the delays as defined in the òTransparencyó Directive (directive 89/105/EEC).  Delays under the ñTransparencyò Directive reflect the number of days that national competent 

authorities need to make their decisions regarding price and inclusion of medicines in the positive list, where applicable. These delays do not include the time needed to prepare submissions under relevant national regulations, which may also 

include clock-stops for supply of additional information during the process; neither do ñTransparencyò Directive delays include time required to complete other formalities before a new medicine can be made available in a given country. 

The Patients W.A.I.T. Indicator shows 2 

main metrics for new medicines (i.e. 

medicines including a substance not 

previously available in Europe) within a 

4 year rolling cohort:

1.) Rate of availability, measured by the 

number of medicines available to patients in 

European countries. For most countries this 

is the point at which the product gains 

access to the reimbursement list (this does 

not necessarily indicate uptake / usage). 

2.) The time to availability*, measuring 

the average time between marketing 

authorisation and availability, using days 

from the date of marketing authorisation to 

the day of completion of post-marketing 

authorisation administrative processes 

(whether it is attributable to companies or 

competent authorities).

Source of information: EFPIA member associations, 

who either refer to information available from official 

sources, gather the information directly from member 

companies or in some cases use IQVIA sales data.

Local marketing exceptions: Countries where local 

marketing authorisation dates are used to calculate the 

time to availability are: Bosnia and Herzegovina, 

Kazakhstan, Macedonia, Russia, Serbia, Switzerland and 

Turkey. 

Completeness: Some country associations did not submit 

full datasets. Countries with substantially limited datasets 

are: Albania (<5% complete), Bosnia (59% complete), 

Croatia (34% complete), Cyprus (44% complete), 

Macedonia (79% complete), and Malta. This is noted on 

slides with an asterisk (*).

Average calculations: The EU averages noted 

throughout are averages for the 27 countries in the 

European Union. This is the first year that Cyprus, Malta, 

and Luxembourg have participated in the study meaning 

the averages use a different cohort of countries than 2020

Description Status

Full reimbursement through a national 

reimbursement system
Available

Full automatic reimbursement by a 

hospital budget (e.g. Nordic system)

Limited reimbursement to specific 

subpopulations of approved indication

Available 

(marked LA*)

Limited reimbursement on a national 

named patient basis (individual patient)

Limited reimbursement while decision  

is pending (where system permits)

Availability through a special program 

(e.g. managed entry agreements)

Available only within the private    

market at the patients expense

Only privately 

available

Not reimbursed, or not reimbursed  

while awaiting decision
Not available

Core metrics Availability definition Notes and caveats
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By year of marketing authorisation 

Study composition

Figures are subject to change versus previous yearôs due to product withdrawals

10%

0%

70%

20%

60%

100%

50%

30%

80%

40%

90%

160 24

4

20

36

Onco

50

29

45

57

All products

1110

8

11

21

5

Orphan

7

12

15

Nonïonco 

orphan

6

9

16

8

Combo 

therapies

41 42

1

2019

2020

2018

2017

Definitions:

Å Products with central marketing 

authorisation, sourced from EMA 

EPARs (last accessed November 2021)

Å Orphan status from EMA on orphan 

medical products (OMP) status

Å Oncology products flagged using IQVIA 

MIDAS Oncology market definition: L1 

& L2 & V3C & Revlimid & Xgeva & 

Proleukin & Pomalyst

Å Combination products include any 

product with more than one molecule, 

including branded / generic 

combinations in fixed doses. 
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1. Overview (all products)
Indicators: 

1.1. Total availability by approval year

1.2. Rate of availability

1.3. Rate of full availability*

1.4. Breakdown of availability

1.5. Time to availability

1.6. Time from central approval to availability*

* Denotes new indicators published in 2022
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Total availability by approval year (2017-2020)

European Union average: 74 products available (46%) ÀIn most countriesavailability equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are notcovered by the general reimbursement 

scheme. Country-specific nuances are listed in the appendix. *Countries with asterisks did not complete a full dataset and therefore availability may be unrepresentative.
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The total availability by approval year  is the number of medicines available to patients in European 
countries as of 1st January 2022 (for most countries this is the point at which the product gains access to the 
reimbursement listÀ), split by the year the product received marketing authorisation in Europe.
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Rate of availability (2017-2020)

European Union average: 74 products available (46%) ÀIn most countriesavailability equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are notcovered by the general reimbursement 

scheme. *Countries with asterisks did not complete a full dataset and therefore availability may be unrepresentative.
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The rate of availability, measured by the number of medicines available to patients in European countries as 
of 1st January 2022. For most countries this is the point at which the product gains access to the 
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European Union average: 74 products available (46%), Limited Availability (38% of available products)Ireland, Norway and Netherlands did not submit complete information on restrictions to available medicines meaning LA* is notcaptured 

in these countries. ÀIn most countriesavailability equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are notcovered by the general reimbursement scheme. *Countries with asterisks did not 

complete a full dataset and therefore availability may be unrepresentative. 

Rate of full availability (%, 2017-2020)

The rate of full availability is a new indicator which shows the proportion of medicines available to patients in 
European countries as of 1st January 2022 (for most countries this is the point at which the product gains access 
to the reimbursement listÀ) without any restrictions to the patient population, or through named patient basis 
schemes which have increased significantly in recent years and were not always captured in survey submissions. 
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Breakdown of availability (%, 2017-2020)
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The breakdown of availability is the composition of medicines available to patients in European countries as of 
1st January 2022 (for most countries this is the point at which the product gains access to the reimbursement 
listÀ). This includes all medicines status to provide a complete picture of the availability of the cohort studied. 

Full public availability Not availableLimited Availability Not submitted by associationOnly available privately
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European Union average: 74 products available (46%). Ireland, Norway and Netherlands did not submit complete information on restrictions to available medicines meaning LA* is not captured in these countries. ÀIn most countriesavailability 

equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are not covered by the general reimbursement scheme. *Countries with asterisks did not complete a full dataset and therefore availability 

may be unrepresentative. 
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Time to availability (2017-2020)

European Union average: 511days (mean%) ÀIn most countriesavailability equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are notcovered by the general reimbursement scheme. *Countries with 

asterisks did not complete a full dataset and therefore availability may be unrepresentative**For France, the time to availability (497 days, n=105 dates submitted) includes products under the ATU system (n=44 dates submitted) for which the price negotiation 

process is usually longer. If one considers that products under the ATU system are directly available (time to availability =0), the average time to availability is 240 days. ***In the UK, MHRAôs Early Access to Medicines Scheme provides access prior to 

marketing authorisation but is not included within this analysis, andwould reduce the overall days for a small subset of medicines.

The time to availability is the days between marketing authorisation and the date of availability to patients in 
European countries (for most this is the point at which products gain access to the reimbursement listÀ). The 
marketing authorisation date is the date of central EU authorisation in most countries, except for countries 
shown in italics where local authorisation dates have been used. Data is correct to 1st January 2022.
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Time from central approval to availability (2017-2020)

European Union average: 511days (mean%) ÀIn most countriesavailability equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are notcovered by the general reimbursement scheme. *Countries with 

asterisks did not complete a full dataset and therefore availability may be unrepresentative**For France, the time to availability (497 days, n=105 dates submitted) includes products under the ATU system (n=44 dates submitted) for which the price negotiation 

process is usually longer. If one considers that products under the ATU system are directly available (time to availability =0), the average time to availability is 240 days. ***In the UK, MHRAôs Early Access to Medicines Scheme provides access prior to 

marketing authorisation but is not included within this analysis, andwould reduce the overall days for a small subset of medicines.

The time from central approval to availability is the days between marketing authorisation and the date of 
availability to patients in European countries (for most this is the point at which products gain access to the 
reimbursement listÀ). The marketing authorisation date is the date of central EU authorisation throughout. 
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Measure
EU average for 

all products
Oncology Orphan

Non-oncologic 

orphan

Combination 

therapy

Rate of 

availability
46%

(49% in 2020)

55%
(58% in 2020)

37%
(41% in 2020)

32%
(34% in 2020)

53%
(64% in 2020)

Average 

time to 

availability 

511 

Days
(504 days in 2020)

545 

Days
(561 days in 2020)

636 

Days
(653 days in 2020)

587

Days
(667 days in 2020)

407 

Days
(411 days in 2020)

Executive summary

Key observations

Summary: 

Å Patient access to new medicines is highly varied across Europe, with a 90% variance between Northern and Western 

European countries and Southern and Eastern European countries. 

Å EU average availability has fallen by a non-significant (<5%) versus last yearôs analysis, as more countries with low availability 

are now able to be included within the W.A.I.T. indicator

Å Restrictions to the availability of medicines can change the position of countries significantly, and are increasingly present 

Å The average delay between market authorisation and patient access can vary by a factor greater than x7 across Europe, from 

as little as 4 months to 29 months (over 2.5 years)

Å Even within a country there is a large variation in the speed of patient access to different products. Often the level of variation 

within a country is greater than between countries

Å Many countries with low data availability appear high in the indicator but it is important to take into account the small number of 

available medicines that the figure represents

Metrics key: 

Text colour indicates relative 

position versus the current (2021) EU 

average (significantly higher than 

current EU average / significantly 

lower than current EU average)

Arrow colour indicates significant 

changes versus the previous (2020) 

EU average (significant improvement 

versus previous year      / significant 

deterioration versus prior year      )

Average calculations: 

Only a difference of +/- 5% (~30 

days) is considered a significant 

change and therefore highlighted

The EU averages noted throughout 

are averages for the 27 countries in 

the European Union for the first time. 



© 2022. All rights reserved. IQVIA® is a registered trademark of IQVIA Inc. in the United States, the European Union, and various other countries. 

2. Oncology medicines
Indicators: 

2.1. Total availability by approval year

2.2. Rate of availability

2.3. Rate of full availability*

2.4. Breakdown of availability

2.5. Time to availability

* Denotes new indicators published in 2022
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Oncology availability by approval year (2017-2020) 
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European Union average: 23 products available (55%) ÀIn most countriesavailability equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are notcovered by the general reimbursement 

scheme. *Countries with asterisks did not complete a full dataset and therefore availability may be unrepresentative.

The total availability by approval year is the number of medicines available to patients in European 
countries as of 1st January 2022 (for most countries this is the point at which the product gains access to the 
reimbursement listÀ), split by the year the product received marketing authorisation in Europe.
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The rate of availability, measured by the number of medicines available to patients in European countries as 
of 1st January 2022. For most countries this is the point at which the product gains access to the 
reimbursement listÀ, including products with limited availability.

Oncology rate of availability (2017-2020) 
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European Union average: 23 products available (55%) ÀIn most countriesavailability equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are notcovered by the general reimbursement 

scheme. *Countries with asterisks did not complete a full dataset and therefore availability may be unrepresentative.
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The rate of full availability is a new indicator which shows the proportion of medicines available to patients in 
European countries as of 1st January 2022 (for most countries this is the point at which the product gains access 
to the reimbursement listÀ) without any restrictions to the patient population, or through named patient basis 
schemes which have increased significantly in recent years and were not always captured in survey submissions. 

Oncology rate of full availability (%, 2017-2020)
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The breakdown of availability is the composition of medicines available to patients in European countries as of 
1st January 2022 (for most countries this is the point at which the product gains access to the reimbursement 
listÀ). This includes all medicines status to provide a complete picture of the availability of the cohort studied. 

Oncology breakdown of availability (%, 2017-2020)
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European Union average: 23 products available (55%) Ireland, Norway and Netherlands did not submit complete information on restrictions to available medicines meaning LA* is notcaptured in these countries. ÀIn most countriesavailability 

equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are not covered by the general reimbursement scheme. *Countries with asterisks did not complete a full dataset and therefore availability 

may be unrepresentative. 
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The time to availability is the days between marketing authorisation and the date of availability to patients in 
European countries (for most this is the point at which products gain access to the reimbursement listÀ). The 
marketing authorisation date is the date of central EU authorisation in most countries, except for countries 
shown in italics where local authorisation dates have been used. Data is correct to 1st January 2022.

Oncology time to availability (2017-2020)
T

im
e
 (

d
a
y
s
)

European Union average: 545days (mean) ÀIn most countriesavailability equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are notcovered by the general reimbursement scheme. *Countries 

with asterisks did not complete a full dataset and therefore availability may be unrepresentative. **In France, some innovative products without competitors can be made available prior to market authorisation under the system of Temporary 

Authorisations. As these are not taken into accountin the analysis, the average would be lower. ***In the UK, MHRAôs Early Access to Medicines Scheme provides access prior to marketing authorisation but is not included within this analysis, and

would reduce the overall days for a small subset of medicines.
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