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Introduction
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A record number of new, innovative medicines
launched globally in 2021. PhRMA's Global
Access to New Medicines Report examines
the launch and public reimbursement of new
medicines across 72 different markets, broken
out by G20, OECD and geographic regions.

Throughout the report, a new medicine refers to
all new active substances approved by the
United States Food and Drug Administration,
European Medicines Agency and/or Japan
Pharmaceuticals and Medical Devices Agency
and first launched in any country between
January 1, 2012, and December 31, 2021.




Countries Need Pro-innovation Policies To Ensure
Timely Patient Access to New Medicines

Strong intellectual
property rights and
enforcement
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Science-based and
globally-harmonized
regulatory review

Transparent pricing
and reimbursement
that values innovation

Open and
nondiscriminatory
trade




Understanding Patient Access to New Medicines
In Many Countries, Patient Access Depends on Public Insurance Plan Coverage

%

Launched in Country

* Medicine has been shipped to country
« Patients can have prescriptions filled

« Patients use private insurance or pay
out-of-pocket because public insurance
does not cover the medicine
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Reimbursed by Public Insurance Plan

Medicine is covered by public insurance

At least some patients can use a public
insurance plan to pay for the medicine

« Patients face access restrictions if the
plan only covers some approved uses




Global Trends .
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A Record Number of New Medicines Launched in 2021

Number of New Medicines Launched Globally by Year and Therapy Area
(of all 648 new medicines launched from 2005 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2005, and December 31, 2021.
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New Medicines Most Often Launch First in the United States

Share of Global First Launches of New Medicines by Geography and Year
(of all new medicine launches from 2005 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2005, and December 31, 2021. Switzerland and the United Kingdom are included in Europe for purposes of this analysis. Shares include new medicines that have launched
simultaneously in multiple countries.




International Comparisons .
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Access to New

Medicines In

G20 Countries
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Availability of New Medicines Varies Significantly
Across G20 Countries

Percentage of New Medicines Launched by G20 Country
85% (of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.




On Average, G20 Countries Have 16% of New Medicines
Available Within One Year of Global First Launch

Percentage of New Medicines Launched Within One Year
of Global First Launch by G20 Country
78% (of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.



New Medicines Generally Launch First and Fastest
in the United States Among G20 Countries

Global First Launch of Average Months of Delay in Launch of New Medicines
New Medicines by Country | (of new medicines launched by country from 2012 to end of 2021)
(2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Switzerland and the United Kingdom are included in Europe for purposes of this analysis. Shares include new medicines that have launched
simultaneously in multiple countries.




Availability of New Medicines Declined Over Time
iIn Most G20 Countries

China Improved Most and Mexico Declined Most
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2005, and December 31, 2021.




Availability of New Medicines in G20 Countries
by Therapy Area

Average vs. Leading G20 Country Percentage of New Medicines Launched
(of all 460 new medicines launched from 2012 to end of 2021)

.,

Blood Cardiovascular Infectious Respiratory
Disorders (19) Disease (14)
(36) (69)
, Cancer , Gastrointestinal , Nervous
(124) (38) System
(50)

1 1 1 1 1 1 1 1
BNz BEX31e B4 EBX39% EBN31% EBd43% EXs4 BN 60%
—_— 50/0 —_— 90/0 —_— 60/0 60/0 3%
PIMA

RESEARCH - PROGRESS - HOPE

Source: PhARMA analysis of IQVIA MIDAS® a d ty g ulatory data. October 2022.
Note: New medicines refer to new active substa approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Therapy areas are mutually exclusive except for rare disease
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New Medicines For Cancer and Rare Diseases Launch Fastest
in the United States Among G20 Countries
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Sou PhRMA Iy of IQVIA MIDAS® d ty g ulatory data. October 2022.
Nof t N w medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.



On Average, G20 Countries Have 28% of New Medicines
Reimbursed by Public Insurance Plans

Percentage of New Medicines Reimbursed by Public Insurance Plans by G20 Country
85% (of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. A medicine is considered publicly reimbursed in Canada if 50 percent or more of the population lives in a province where it is publicly reimbursed.




Time from Global First Launch to Public Reimbursement
in G20 Countries Varies from 4 to 81 Months on Average

Number of Months from Global First Launch to Public Reimbursement by G20 Country
(of all new medicines launched and reimbursed by country from 2012 to end of 2021)
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RESEARCH - PROGRESS - HOPE

Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. A medicine is considered publicly reimbursed in Canada if 50 percent or more of the population lives in a province where it is publicly reimbursed.




Public Reimbursement of New Medicines in G20 Countries
by Therapy Area

Average vs. Leading G20 Country Percentage of New Medicines Reimbursed by Public Plans
(of all 460 new medicines launched from 2012 to end of 2021)

.,

(36)

PhRMA Iy of IQVIA MIDAS® nd ¢ ty g ulatory data. October 2022.
efert 0 new active substan pp dbyFDA EMA and/or PMDA and first launched in

xclusive except for rar

76%

any country between January 1, 2012, and December 31, 2021. A medicine is cons

Blood Cardiovascular Infectious Respiratory W
Disorders (19) Disease (14) (
(69)

Cancer Gastrointestinal Nervous Rare
(124) (38) System Disease
(50) (209)
1 i 1 1 1 i 1 i
Ed21 B35 Ed31% B2 BEY29% EX2ex EBX45e BN 32%

idered publicly reimbursed in Canada if 50 percent or more of the population lives in a

rovince where it is publicly reimbursed.

1)
—100% [ o

19




il I+

Austria Belgium Canada

Colombia Costa Rica Czech Republic Demark Estonia

||| —

France

Access to New 1 n
Med iCineS in Ireland Israel Japan

OECD Countries II

' +
N«

Netherlands New Zealand

. ‘ i Slovenia Switzerland

ZAIRN
PRMA

,,,,,,,, United Kingdom United States




Availability of New Medicines Varies Significantly
Across OECD Countries

Percentage of New Medicines Launched by OECD Country
85% (of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Data exclude: Costa Rica, Iceland, Israel and Luxembourg.
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On Average, OECD Countries Have 18% of New Medicines
Available Within One Year of Global First Launch

Percentage of New Medicines Launched Within One Year
of Global First Launch by OECD Country
78% (of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Data exclude: Costa Rica, Iceland, Israel and Luxembourg.




New Medicines Generally Launch First and Fastest
in the United States Among OECD Countries

Global First Launch of Average Months from Global First Launch to Local Launch
New Medicines by Country | (of new medicines launched by country from 2012 to end of 2021)
(2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Data exclude: Costa Rica, Iceland, Israel and Luxembourg. Switzerland and the United Kingdom are included in Europe for purposes of this analysis.
Shares include new medicines that have launched simultaneously in multiple countries.




Availability of New Medicines Declined Over Time
iIn Most OECD Countries

Chile Improved Most and Mexico Declined Most
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2005, and December 31, 2021. Data exclude: Costa Rica, Iceland, Israel and Luxembourg.




Availability of New Medicines in OECD Countries
by Therapy Area

Average vs. Leading OECD Country Percentage of New Medicines Launched
(of all 460 new medicines launched from 2012 to end of 2021)
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Sou PhRMA Iy of IQVIA MIDAS® d t ry regulatory data. October 2022.
Nof t N lew medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Data exclude Costa Rica, Iceland, Israel and Luxembourg. Therapy areas are mutually exclusive except for rare disease



New Medicines For Cancer and Rare Diseases Launch Fastest

in the United States Among OECD Countries
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2005, and December 31, 2021. Data exclude: Costa Rica, Iceland, Israel and Luxembourg.
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On Average, OECD Countries Have 29% of New Medicines
Reimbursed by Public Insurance Plans

Percentage of New Medicines Reimbursed by Public Insurance Plans by OECD Country
5% (of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Data exclude: Chile, Colombia, Costa Rica, Iceland, Israel, and Luxembourg. A medicine is considered publicly reimbursed in Canada if 50 percent
or more of the population lives in a province where it is publicly reimbursed.




Time from Global First Launch to Public Reimbursement
in OECD Countries Varies from 4 to 72 Months on Average

Number of Months from Global First Launch to Public Reimbursement by OECD Country
(of all new medicines launched and reimbursed by country from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Data exclude: Chile, Colombia, Costa Rica, Iceland, Israel, and Luxembourg. A medicine is considered publicly reimbursed in Canada if 50 percent
or more of the population lives in a province where it is publicly reimbursed.




Public Reimbursement of New Medicines in OECD Countries
by Therapy Area

Average vs. Leading OECD Country Percentage of New Medicines Reimbursed by Public Plans

(of all 460 new medicines launched from 2012 to end of 2021)
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On Average, Countries in the Americas Have 26% of
New Medicines Available

Percentage of New Medicines Launched by Country in the Americas
85% (of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.




On Average, Countries in the Americas Have 10% of
New Medicines Available Within One Year of Global First Launch

Percentage of New Medicines Launched Within One Year
of Global First Launch by Country in the Americas
78% (of all 460 new medicines launched from 2012 to end of 2021)
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On Average, New Medicines Launch 32 Months After
Global First Launch Among Countries in the Americas

Average Months from Global First Launch to Local Launch by Country in the Americas
(of new medicines launched by country from 2012 to end of 2021)
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Availability of New Medicines Declined Over Time

in Most Countries in the Americas

Chile Improved Most and Mexico Declined Most
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2005, and December 31, 2021.




Availability of New Medicines in the Americas
by Therapy Area

Average vs. Leading Regional Country Percentage of New Medicines Launched
(of all 460 new medicines launched from 2012 to end of 2021)
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New Medicines For Cancer and Rare Diseases Launch Fastest
in the United States Among Countries in the Americas
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Sou PhRMA Iy of IQVIA MIDAS® d ty g ulatory data. October 2022.
Nof t N w medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.
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Asia-Pacific
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On Average, Asia-Pacific Markets Have 20% of
New Medicines Available

Percentage of New Medicines Launched by Asia-Pacific Market
(of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.




On Average, Asia-Pacific Markets Have 5% of
New Medicines Available Within One Year of Global First Launch

Percentage of New Medicines Launched Within One Year
of Global First Launch in Asia-Pacific by Market
(of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.




On Average, New Medicines Launch 36 Months After
Global First Launch Among Asia-Pacific Markets

Average Months from Global First Launch to Local Launch by Asia-Pacific Market
(of new medicines launched by market from 2012 to end of 2021)
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Sou PhRMA Iy of IQVIA MIDAS® d ty g ulatory data. October 2022.
Nof t N w medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.



Availability of New Medicines Declined Over Time
in Most Asia-Pacific Markets
China Improved Most and Australia, Korea and the Philippines Declined Most
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2005, and December 31, 2021.




Availability of New Medicines in Asia-Pacific Markets
by Therapy Area

Average vs. Leading Regional Market Percentage of New Medicines Launched
(of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® a d ty g ulatory data. October 2022.
Note: New medicines refer to new active substa approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Therapy areas are mutually exclusive except for rare disease



New Medicines For Cancer and Rare Diseases Launch Fastest
in Japan Among Asia-Pacific Markets
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.
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On Average, European Countries Have 39% of
New Medicines Available

Percentage of New Medicines Launched by European Country
(of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Data exclude: Iceland and Luxembourg.
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On Average, European Countries Have 15% of
New Medicines Available Within One Year of Global First Launch

Percentage of New Medicines Launched Within One Year
of Global First Launch by European Country
(of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Data exclude: Iceland and Luxembourg.




On Average, New Medicines Launch 24 Months After
Global First Launch Among European Countries

Average Months from Global First Launch to Local Launch by European Country
(of new medicines launched by country from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Data exclude: Iceland and Luxembourg.




Availability of New Medicines Declined Over Time
in Most European Countries

Croatia Improved Most and Ireland, Spain and Sweden Declined Most
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® New Medicines Launched Globally (2008 to 2017) as of 2017
m ® New Medicines Launched Globally (2012 to 2021) as of 2021 48
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Data exclude: Iceland and Luxembourg.




Availability of New Medicines in European Countries
by Therapy Area

Average vs. Leading Regional Country Percentage of New Medicines Launched
(of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® a d ty g ulatory data. October 2022.
Note: New medicines refer to new active substa approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Data exclude: Iceland and Luxembourg. Therapy areas are mutually exclusive except for rare disease



New Medicines For Cancer and Rare Diseases Launch Fastest
in Germany Among European Countries
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Data exclude: Iceland and Luxembourg.
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On Average, Middle East and Africa Countries Have 17% of
New Medicines Available

Percentage of New Medicines Launched by Middle East and Africa Country
(of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.



On Average, Middle East and Africa Countries Have 2% of
New Medicines Available Within One Year of Global First Launch

Percentage of New Medicines Launched Within One Year
of Global First Launch by Middle East and Africa Country
(of all 460 new medicines launched from 2012 to end of 2021)
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.



On Average, New Medicines Launch 42 Months After
Global First Launch Among Middle East and Africa Countries

Average Months from Global First Launch to Local Launch by Middle East and Africa Country
(of new medicines launched in a country from 2012 to end of 2021)
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RMA analysi M nd country regulatory data. October 2022.
medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.



Availability of New Medicines Declined Over Time
in Most Middle East and Africa Countries

South Africa and Tunisia Improved Most and Lebanon Declined Most
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Source: PhARMA analysis of IQVIA MIDAS® and country regulatory data. October 2022.
Note: New medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2005, and December 31, 2021.




Availability of New Medicines in Middle East and Africa Countries :
by Therapy Area

Average vs. Leading Regional Country Percentage of New Medicines Launched
(of all 460 new medicines launched from 2012 to end of 2021)
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Sou PhRMA Iy of IQVIA MIDAS® d ty egulatory data. October 2022.
Nof t N ew medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021. Therapy areas are mutually exclusive except for rare disease



New Medicines For Cancer and Rare Diseases Launch Fastest
in UAE or Saudi Arabia Among Middle East and Africa Countries
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Sou PhRMA Iy of IQVIA MIDAS® d ty g ulatory data. October 2022.
Nof t N w medicines refer to new active substances approved by FDA, EMA and/or PMDA and first launched in any country between January 1, 2012, and December 31, 2021.




Definitions and Methods .
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Definitions and Methods

New Medicines in this report refers to all new active substances approved by the United States
Food and Drug Administration, European Medicines Agency and/or Japan Pharmaceuticals and
Medical Devices Agency and first launched in any country between January 1, 2012, and
December 31, 2021. A new active substance is a chemical or biological substance not
previously used in any other authorized medicine. During this time period, 460 new medicines
launched in at least one of the 72 markets included in this report.

Launch Dates reflect when new medicines first become available for sale regardless of payer §
in each country. Launch dates are identified using a variety of data sources, including IQVIA §
MIDAS®, NAVLIN Price & Access Data and country regulatory data.

Public Reimbursement Dates reflect when new medicines first become covered by a public

insurance plan, regardless of whether coverage is restricted to a subset of potential patients.
For countries with a small private market, public reimbursement dates indicate when much of
the population is first able to access new medicines. Public reimbursement dates for new
medicines are identified using public formularies and lists, NAVLIN Price & Access Data and
country regulatory data.
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