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Perspectivas de Organismos
Internacionales



Recomendaciones FMI

. L . . ., INTERNATIONAL MONETARY FUND
La investigacion es esencial para la innovacion

El impacto internacional es particularmente 0.8 - 1. Estimated Effect on Productivity of a 10 Percent Increase in
importante en los mercados emergentes y " Research Stocks
economias en desarrollo donde la innovacion 0r-

se convierte en un motor econéomico 0.6-

Los modelos econdmicos concluyen que un 0.5-
incremento de 10% en la investigacion basica 04-

local incrementa en 0.3% la productividad, 03-

mientras que la extranjera los hace en 0.6%. 0'2-

La investigacion no recibe fondos publicos -

suficientes por lo que el patrocinio privado es 01-

necesario 0.0

Own basic research Foreign basic research

IMF World Economic Outlook Chapter 3: Research and
Innovation. Philip Barret



https://www.google.com/search?sca_esv=5b3e3c896995265c&sca_upv=1&q=philip+barrett+imf+october+2021&spell=1&sa=X&ved=2ahUKEwiB3pqD-Z2GAxXzqpUCHa4DAQIQBSgAegQIDxAB&biw=1872&bih=924&dpr=1#:~:text=flighting%20the%20pandemic%20and%20boosting%20long%2Dterm%20growth%2C
https://www.google.com/search?sca_esv=5b3e3c896995265c&sca_upv=1&q=philip+barrett+imf+october+2021&spell=1&sa=X&ved=2ahUKEwiB3pqD-Z2GAxXzqpUCHa4DAQIQBSgAegQIDxAB&biw=1872&bih=924&dpr=1#:~:text=flighting%20the%20pandemic%20and%20boosting%20long%2Dterm%20growth%2C

Recomendaciones OMS
OMS75.8 Fortalecimiento de los Ensayos Clinicos (EC)

1.

10.

WHAT5/2022/REC/1

Den prioridad y fomento a las capacidades nacionales en EC, los marcos regulatorios y de control de
calidad, y autoridades nacionales.

Fomentar un mayor numero de centros de investigacion de excelencia; fomentar redes
Alinear las prioridades de EC en base a necesidades de Salud Publica

Colaborar con financiadores del sector privado y academia para fomenter el desarrollo de ECs alineados
con prioridades de salud publica

Favorecer la canalizacidon de recursos de agencias a aquellos EC bien disefiados y bien implementados

Fortalecer Comités de ética y Autoridades Regulatorias para facilitar una governanza eficientes
permitiendo la flexibilidad e innovacion.

Permitir mecanismos de toma rapida de decisions regulatorias en tiempos de emergencia
Facilitar la colaboracidn entre autoridades regulatorias.
Promover el uso de nuevos mecanismos para la rapida interpretacion de la data

Facilitar la colaboracién entre distintos interlocutores estableciendo una continuidad entre practicas de
los EC al desarrollo de guias basadas en evidencia.

https://apps.who.int/gb/ebwha/pdf files/WHA75-REC1/A75 REC1_Interactive sp.pdf#tpage=1



Number of Registered Studies Significant Events

Nl:lmero de EC Se ha incrementado B u.s. National Library of Medicine

ClinicalTrials.gov
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World Health

Ensayos Clinicos en ICTRP-OMS $8)) Organizaton

International Clinical Trials

(Data hasta 18I\/Iay2024) ™2, Registry Platform

Search Portal

# ECJul 2022 | #ECJunio 2023 | # EC Mayo 2024 A (%) A (%)
2022 a 2023 2023 a 2024

Canada 33,968 35,620 36,908 +4.86% +3.62%
Brazil 18,837 20,044 21,167 +6.4% +5.60%
Mexico 8,157 8,660 9.053 +6.16% +4.54%
Argentina 7,276 7,720 8,144 +6.1% +5.49%
Chile 4,157 4,351 4,564 +4.66% +4.90%
Colombia 3,764 3,943 4,141 +4.75% +5.02%
Peru 3,597 3,669 3,754 +2.0% +2.32%

Tabla elaborada por Dr. Hans Vasquez en base a
trialsearch.who.int/ListBy.aspx?Typelisting=2



https://trialsearch.who.int/ListBy.aspx?TypeListing=2
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Tendencias en |1&D 2024: Actividad, Productividad y
Facilitadores

La productividad del desarrollo clinico crecié en 2023

La adopcion de mejoras tecnoldgicas por parte de la industria y los reguladores contribuyeron a
la ganancia de productividad

Un total de 69 sustancias activas nuevas (NASs) fueron lanzadas al mercado en 2023, 6 mas que
el ano previo, incluyendo 24 lanzamientos de primeros en clase en los EEUU

Los programas de desarrollo clinico en las compafias biofarmacéuticas grandes estan migrando
de COVID e immuno-oncologia a otras areas terapéuticas como Enfermedades Raras

Los presupuestos de |&D se recuperaron durante el 2023, luego de una marcada baja durante el
2020-21.

https://www.igvia.com/insights/the-iqvia-institute/reports-and-publications/reports/global-trends-in-r-and-d-2024-activity-productivity-and-enablers



Total number of clinical trial starts by phase, 2014-2023
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Source: Citeline Trialtrove, Jan 2024.

Notes: Phase II includes Phases I/I1, 11, 1Ia, IIb. Phase III includes Phase II/III and III. Terminated trials are included to track the activity still involved with their
initiation, partial execution and termination. Trials were industry sponsored, interventional trials and device trials were excluded.

Report: Global Trends in R&D 2024: Activity, Productivity, and Enablers. IQVIA Institute for Human Data Science, February 2024.

https://www.igvia.com/insights/the-igvia-institute/reports-and-publications/reports/global-trends-in-r-and-d-2024-activity-productivity-and-enablers



Lanzamiento de
Nuevas Sustancias
Activas (NASs) por

Global launches of novel active substances (NAS) by therapy area, 2014-2023
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Source: IQVIA Institute, Jan 2024.

Notes: A novel active substance (NAS) is a new molecular or biologic entity or combination where at least one element is new. Includes NASs launched anywhere
in the world by year of first global launch. Launch is determined using IQVIA audits of sales activity as well as companies’ public statements. Oncology includes
supportive care & diagnostics. COVID-19 includes novel medicines only, and does not include previously approved medicines with new approved uses for
COVID-19.

Report: Global Trends in R&D 2024: Activity, Productivity, and Enablers. IQVIA Institute for Human Data Science, February 2024.

https://www.iqvia.com/insights/the-iqvia-institute/reports-and-publications/reports/global-trends-in-r-and-d-2024-activity-productivity-and-enablers



La tasa de exito
compuesto
mejoro en 10.8%
en el 2023

siendo impulsada
por Fase |, Fase
lIl'y Registro
regulatorio

3

R&D composite success rate and average phase success rates Phase I to filing, 2010-2023

94%  92% 92% 90%  90%

88%  88%

04
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2019-2023 regulatory
submission - avg 81%

Phase III - avg 56%

Phase II - avg 36%
29% Y >
/ 24.5¢ 39%

10.8% Phase I - avg 45%

Composite success
2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 -avg 7.6%

Success (drug reaches any higher phase)
Phase success % = ;
Total of success and failure

Composite success % = Phase I x Phase II x Phase III x Regulatory submissions

Source: IQVIA Pipeline Intelligence, Dec 2023; IQVIA Institute, Jan 2024.

Notes: Phase success rates are calculated as the percentage of products reaching a subsequent phase in the year out of the total of products with an outcome
including those which are discontinued, suspended or withdrawn as well as those which have been inactive for three years. The date three years after the last
update determines which year the drug is considered to have gone inactive and become included in the denominator of the success rate, except when desk
research has concluded the drug is still in active research. Failures due to inactivity have been adjusted based on data quality error rates for each phase. Some
trials which were understood to have failed in recent years due to extended inactivity had actually been continuing and have now completed successfully, while
others which were thought to be ongoing have now completed, resulting in retroactive restatement of past years success rates. The overall composite success
rate in last year's report was 6.3% in 2022, compared to the restated 5.9% in the current analysis.

Report: Global Trends in R&D 2024: Activity, Productivity, and Enablers. IQVIA Institute for Human Data Science, February 2024.

-institute/reports-and-publications/reports/global-trends-in-r-and-d-2024-activity-productivity-and-enablers



El presupuesto de Fusiones y Adquisiciones

M&A) de |la biofarma se recuperd en 2023

Biopharma M&A Activity US$Mn, 2014-2023
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Source: BioWorld, Jan 2024.
Notes: M&A is involving at least one biopharmaceutical company. Deal value is the disclosed value of the deal when announced.
Report: Global Trends in R&D 2024: Activity, Productivity, and Enablers. IQVIA Institute for Human Data Science, February 2024.

https://www.igvia.com/insights/the-iqvia-institute/reports-and-publications/reports/global-trends-in-r-and-d-2024-activity-productivity-and-enablers



5 grandes tendencias reconfigurando la industria en base a PPD Pulse

Survey 2023

Interés creciente en la 41 La Al fue seleccionada por el 41% de los entrevistados; un

Inteligencia Artificial (Al) % incremento de 17% con respecto al 2022

El enrolamiento de pacientes 55 El reclutamiento fue seleccionado como el principal reto en el

continua siendo el reto % desarrollo de EC; seguido de la complejidad de los mismos

principal

La duracidn de los tiempos de 51 A través de la industria hay una precepcion de alargamiento de los

revision regulatoria % tiempos regulatorios; el 51% de las biofarmas reportan tiempos
mayores que los ultimos 2 afios

Los Estudios Clinicos La prevalencia de los DCTs continua en expansion. En 2 afios, el 90%

Decentralizados (DCTs) han 90 de los entrevistados espera usar elementos decentralizados en al

evolucionado de un % menos algunos de sus ensayos

expectative a una realidad

El outsourcing FSP esta a1 El negocio FSP crecié em 41% de los encuestados en comparacion

creciendo mas rapidamente % con 2 ainos previos, mientras que el incremento fue de solo 29% en

que su contraparte el negocio Full-service

https://www.ppd.com/pharmaceuticals-research-and-development/#get-the-pulse-2023-report


https://www.ppd.com/pharmaceuticals-research-and-development/

Estrategias para remontar el enrolamiento

Top 5 Strategies for Removing Barriers to Patient Participation

|
Establishing or improving relationships with patient advocacy groups

N I R
Building inclusion criteria into protocol designs
(N N N
Patient assistance resources (e.g., patient concierge, travel reimbursement, etc.)

Remote monitoring

Patient-centric platforms / apps

0% 5% 10% 15% 20% 25% 30% 35% 40% 45%

50%



Interés en EC Decentralizados (DCTs)

Past, Current, and Expected Future Use of Decentralized Clinical Trial Elements

1Yr Ago Current In2Yrs

- 100%
Proportion of trials using DCT:

10% of trials or less
11% to 50% of trials W
Over 50% of trials W

- 80%

- 60%

Average % of clinical
trials conducted with —@—
DCT elements

- 40%

- 20%

- 0%



Incremento del modelo FSP en outsourcing

Top 5 Activities Likely to Outsource

B % Ranked Top 2 % Selected Top 5

catent recntmen -
Clinical laboratory and diagnostic services 72%
Clinical trial management 64%

RWD / RWE 31% 62%

Medical writing 58%



Areas Terapéuticas

Oncology

Immunology/Rheumatology

Leading Therapeutic Areas for Drug Development

Total

I, G4 %

I 4 1%

(TAs selected by 10% or more*)

Large (A)

— e

A 46%

Small / Mid (B)
I, 56 B

I 38%

Rare Diseases I 31% 32% I 3190
Neurology R 25% 25% I 26%
Metabolic/Endocrine I 25% I 35% B B 16%
Cardiovascular I 24% 31% B I 19%
Infectious Diseases I 23% 26% I 21%
Hematology B 21% 23% B 19%
Dermatology 12% 18% B 7%
Gastroenterology 11% 9% 13%
Respiratory/Allergy 1% 12% 9%
Nephrology/Renal Diseases 9% 12% 7%
Average number TAs: 3.4 3.85 3.0



Retos mas significativos

Pharmaceutical Companies’ Biggest Challenges
(Challenges selected by 25% or more*)

Key:
B % Ranked Top2 M 9% Selected Top 5
Total Large (A) Small / Mid (B)
Patient recruitment in clinical trals 55% 5% 5%

Increasing complexity of clinical trals 42% 38% 45%

Maximizing asset value / ROI @ 30% @ 28% @ 32%

Talentstaf shortages 0% 23% CER— 3-%)

Lack of funding 29% B 17% 25% A
Keeping up with technology and innovation 29% 24%
Elongated study startup time 26% 22% 29%
Patient retention in clinical trials 23% 3 17% 27%
Scientific/therapeutic expertise 22% 5%! 18% 25%
Patient diversity 21% @ 9%

———

Research site burden 19% 26%8B 14%



Tendencias que transformaran los EC

Trends” Driving Transformation in Clinical Trials
(Trends selected by 30% or more*)

Key:
B % Ranked Top2 ™ 9% Selected Top 5
Total Large (A) Small / Mid (B)
Innovative trial design™ 53% 45% 60% A
Artificial intelligence 41% 34% 47%
Greater use of RWD/RWE to complement data from clinical trials 39% 46%°5 33%
Patient-centricity 37% 38% 36%
Personalized/precision medicine 37% 35% 39%
Accelerated development/approvals in rare/orphan disease 37% 42% 33%
Digital and decentralized trials 37% 17% 34% 39%
Digitalization (e.g., cloud computing, APIs, digital platforms) 33% 1% 35% 31%
Big data and analytics (data science) [EEA 31% 31% 32%
Leveraging new tech in dev (mRNA, CRISPR, gene-editing) 31% 40%B 24%
Increasing focus on patient diversity 30% 31% 29%
Data collection through wearables/connected health devices 29% B% | 28% 31%



MUCHAS GRACIAS
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