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PHARMACEUTICALS REPRESENT A SIGNIFICANT PROPORTION OF HEALTH EXPENDITURE
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IDENTIFICATION OF BARRIERS TO ACCESS TO HEALTH TECHNOLOGIES
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EXPAND EQUITABLE ACCESS TO HIGH-COST
AND HIGH-PRICED HEALTH TECHNOLOGIES
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Innovation, Research and Development,
and Production

Evaluation, Selection and Incorporation
of Health Technologies and Litigation

Regulatory Frameworks and Competition
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Evidence
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MARKET STRUCTURE - Biologics and Biosimilars in Selected Countries of Latin America

The Pharmaceutical Market
for Biological Products in Latin

Table 3
Listing of Biologics and Biosimilar Producers Categorized by Their Country of Origin

America: A Comprehensive Analysi el Producos | *Local producers /
Re gion al Sales Data Country Registrations Total Manufacturers | Local distributors Multinationals
Esteban Ortiz-Prado, Juan S. Izquierdo-Condoy,' Jorge Eduardo Va Argentina 39 32 5 2
Gonzilez, Gabriela Davila, Trigomar Correa, and Raiil Ferndndez Brazil 80 34 7 27
Naranjo'
1.ONE HEALTH RESEARCH GROUP, FACULTY OF HEALTH SCIENCE, UNIVERSIDAD DE LAS AMERICAS, QUITO, | Central America 36 22 4 18
:  Mark and Drug Administration (FDA) defines | .
Keywords: Biologics, Latin America, &.:%Ec:t:miﬁﬂ Chile 53 29 6 23
&
Abserat The gbalmartes o blogesandbo- | %[0 UL | Colombia 37 19 3 16
l‘lﬂ' i T i imarily driven by the cont t:ll.silmwr,dnenhemthesnpnhm
ous discoery o new moecues Howswer inor. | 000 LU LTI TR | Dominican R. p5) I5 - I
L z . unulplu.nr:z[;n‘:" e
Asof 2022 the European Modicne At Ecuador 42 22 2 20
late; wh.hdra le: .
Introduction wwmawdr In Burope: nymm“s' Mexico 71 38 7 31l
Global of has isig- | has approved just 35 biosimilars to date.*
nificantly in recent decades.’ With the advent of the | developing a biosimilar has been suggest
COVID-19 pandemic, this growth has significantly | from 100 to 200 million, in contrast to 80 Peru 27 6 3 13
mlzrmdinmmepanxoﬂh:mld.'lnnddidon 1.3 billion for the of a the re
log . and rapid | therapeutic on which the biosimilar produ
dvances in biomedici h In Europe, biosimilars are commonlysoid . | Uruguay 26 24 6 18
have ch d the digm of ch I molecules for price of roughly 20% to 35% when comp:
biological, hlgh-uﬂinlty, and highly effective drugs.* | reference products.® This pricing strati
These drugs are called biologicals, a class of very large | patients to receive treatments that were | Vienezuela 2 2 2 0
mokmdﬂmadeﬁmhﬁngugmlmu suchlshu- challenging or unattainable. In nations s
teria, rather than garia, the Czech Republic, and Romania, v
producls'T’beseangmpnimuemudiﬁedmpm— t0 epoetins was particularly limited, the: | Cuba 15 6 3 3
duce the active ingredient of the drug, which is then | are estimated to be as high as 50% with the
extracted and placed in a dosage form.* The U.S. Food | of biosimilars increasing by more than 25¢
Total 470 259 52 207
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* In this category, we include manufacturing factories that are established in the region or those regional companies that have registered a biological or
biosimilar product made in another country but with an exclusive license for the country where the license was obtained.
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AFFORDABILITY - BIOSIMILARS PRICES

Price of innovative medicines with their biosimilars in Latin American Countries
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Fuente: Ortiz-Prado E, Izquierdo-Condoy JS, Vasconez-Gonzdlez JE, Davila G, Correa T, Ferndndez-Naranjo R. The
Pharmaceutical Market for Biological Products in Latin America: A Comprehensive Analysis of Regional Sales Data. Journal

of Law, Medicine & Ethics. 2023;51(S1):39-61.

Reduction in the Average Price of
Biosimilars compared to the

Reference Product

Key Elements

Promotion of competition and use
of generic medicines and

biosimilars.

Aggregation of demand at
national and/or regional level to

achieve lower prices.
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AFFORDABILITY — LOSS OF EXCLUSIVITY AND FUTURE ACCESS

Fuente: IQVIA. https://www.iqvia.com/insights/the-iqvia-institute/reports-and-publications/reports/assessing-the-biosimilar-void-in-the-us PAHo 28

Biologic expiries by orphan status and biosimilar pipeline, 2025-2034

Biologics by orphan status and expiry year
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Many biologics that lose
exclusivity face little or
no competition

“El pipeline se estd estrechando de
forma significativa”

El niUmero medio de biosimilares
en desarrollo por

molécula podria caer de 2,19 para
los productos que perderdn
exclusividad entre 2023 y 2027 a
solo 0,43 en el periodo 2028-2032.

Fuente: IQVIA (2024) Evaluacién del vacio de
biosimilares.
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PROMOTING INNOVATION AND
PRODUCTION IN THE AMERICAS

Regional focus on local production of vaccines
and health technologies.

@® Recent resolutions supporting innovation.

@® Ecosystem to cooperate
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KEY POINTS FOR REGINAOL MANUFACTORING

o Creates the conditions
and alignment. Political
o Starts everything up. will

o Supports the ecosystem to
achieve reliable demand Joint
and benefits for all its purchase
participants.

Technical
cooperation

o All parties benefit.
o Common goals to achieve
collective benefits.

o Aligned with the RRF
joint acquisition.
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PAHO REGIONAL REVOLVING FUNDS

Strategic

Fund
Regional
Revolving
Funds

Revolving

Fund 005

World Health

anization

Funds are technical cooperation
mechanisms of PAHO that allow the Americas
to access quality vaccines, essential
medicines, and public health supplies in a
timely manner.

Through
Member States obtain the
best conditions as well as demand forecasting.
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HIGH PRICE MEDICINES

Strategic Portfolios

Prostate Cancer

@ Breast cancer
Multiple Sclerosis

9 Rare Diseases

Better Access

Prices between 60%

and 90% lower than
national reference prices

Introduction of informed
decision medicines

New Mechanims

Coordination with
programmatic actions:
Global Platform for Access to
Childhood Cancer Medicines
+30 medicines

St. Jude / WHO / UNICEF /
PAHO

Working on Innovative
financing mechanisms
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