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IT HAS TO INCREASE, THERE IS NO OTHER WAY
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Figura 10: Principais indicadores demograficos e econdmicos do Brasil.
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Para o desenvolvimento dos paises e seus sistemas de saude

Figura 4&: Beneficios da pesguisa clinica para o pais e seu sistema de salde.

Atrai investimentos e movimenta a economia

Investimentos diretos em estudos clinicos
Aumento da atividade econdémica no pais (impactos indiretos)

Atua como alavanca da producao cientifica e inovacao

Aumento da producdo cientifica no pais
Reducio da perda de recursos humanos para outros paises/ aumento da atragdo
de recursos humanos de outros paises

Aumenta o acesso a salde

Aumento no padrao de tratamento de pacientes participantes dos estudos clinicos
Inovacdes que chegam ao mercado apds condugdo exitosa de estudos, impactam
positivamente a gualidade de vida da populagao

Fortalece o sistema de salde do pais

Incremento da infraestrutura fisica de atendimento e cuidado ao paciente utilizada
em centros de pesguisa

Acesso e conhecimento mais agil de novas tecnologias (ex. medicamentos,
técnicas cirdrgicas) por equipes de tratamento

Conhecimento mais intimo de novas tecnologias contribuem para melhor
avaliagdo de registro e incorporagdo no pais

Estabelecimento de times multifuncionais em centros de exceléncia para teste e
entrega de inovacdes

Aumento da frequéncia de atualizacio e treinamento profissional

Maicr aderéncia a protocolos clinicos e cultura de medicina baseada em evidéncias
Reducio de custos para o sisterna de sadde para pacientes participantes de
estudos
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Region Name Number of Studies

World 371,977
South America 11,632
Argentina 3,048
Bolivia 58
Brazil 8,046
Chile 1,745
Colombia 1,497
Ecuador 146
French Guiana 14
Guyana 2
Paraguay 54
Peru 1,100
Suriname 4
Uruguay 75
Venezuela 171

Colors indicate the number of studies with locations in that region.
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https://clinicaltrials.gov/ct2/search/map?map=
https://clinicaltrials.gov/ct2/results?map_cntry=AR
https://clinicaltrials.gov/ct2/results?map_cntry=BO
https://clinicaltrials.gov/ct2/results?map_cntry=BR
https://clinicaltrials.gov/ct2/results?map_cntry=CL
https://clinicaltrials.gov/ct2/results?map_cntry=CO
https://clinicaltrials.gov/ct2/results?map_cntry=EC
https://clinicaltrials.gov/ct2/results?map_cntry=GF
https://clinicaltrials.gov/ct2/results?map_cntry=GY
https://clinicaltrials.gov/ct2/results?map_cntry=PY
https://clinicaltrials.gov/ct2/results?map_cntry=PE
https://clinicaltrials.gov/ct2/results?map_cntry=SR
https://clinicaltrials.gov/ct2/results?map_cntry=UY
https://clinicaltrials.gov/ct2/results?map_cntry=VE

el GRiomsrion  RELATORIO @ 02/02/2021

PESQI.IISA
Numero de protocolos de pesquisa relacionados ao coronavirus e/ou a
Covid-19 aprovados pela Comissao Nacional de Etica em Pesquisa - Conep
em relacao as Unidades Federativas.
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Mapa geral dos protocolos de pesquisa relacionados ao coronavirus e/ou a Q Pesquisa Clinica
Covid-19 aprovados pela Comissao Nacional de Etica em Pesquisa - Conep.

QUANTITATIVO POR REGIAO
@ Norte 24
@ Nordeste 126
@ Centro-oeste 60
@ Ssudeste 485
@ sul 115

Total de aprovados até 30/01/2021:

810 protocolos de pesquisa.
Fonte: Plataforma Brasil, 2021.
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BRAZIL RBPCIN

AN IMPORTANT MARKET FOR CLINICAL TRIALS

Population Size and Growth per region New people aged 65+ SPONSOR ONGOING TRIALS
2015 (m) CAGR 2030 vs. 2015 (m) New 65+/

(15-30) 2015 pop NOVARTIS 75
China+HK 1.379 0,2% China+HK 29.5% 113 8,2% ROCHE 74
India 1311 | 1,0% India 14.6% 56 42% GLAXO SMITHKLINE 44
Africa 24% | u--»  LATAM [ESWMi 000000 | « 6.0% PFIZER 41
SE&E Asia 0,9% i -“;E-&-E_/;s—ia“-ng-_(;‘);-uszt ------------------ 5,2% JOHNSON & JOHNSON i
oooolS0 RO ! ASTRAZENECA 39
L LATAM L ML ... 1 R North America (S 30 4% BRISTOL-MYERS SQUIBB 34
EU countries 0,1% EU countries 76% | 29 57% MERCK & CO 28
Indian S.C 1,4% Africa 72% | 28 2,3% BAYER 24
North America 0,7% IndianS.C. 36% 14 3,2% BOEH RINGER INGELHEIM 23
AMGEN 18
CIS -0,1% CIS 1[5_1% 12 4.2% SANOFI 16
Middle East 1,4% Middle East 1{).7% 10 4.4% ELI LILLY 14
Japan -0,4% Europe non-EU 1[,7% 7 6,1% ABBVIE 14
Europe non-EU 0,6% South Korea 1.5% 6 1,7% UCB 13

South Korea 0,7% 51 0,3% Japan 0.[8% > 2,4%

Oceania 0,?% 39 1,2% Oceania 0.'7% 3 6,6%

" World (2015 | GAGR (1530) |
7.320,3m 1,0% 382.4 5,2%
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PROGRESS IN REGULATORY LANDSCAPE

3-STEP PROCESS / TIMELINES: 4-6 MONTHS BRAZILIAN ALLIANCE FOR
CLINICAL RESEARCH
S;tﬁ? 1: STEP 2: STEP 3:
cOmnlqciftee ) 3 Brazilian FDA > Drug Import
approval (ANVISA) Permit
(local IRB)
© auintilesiMs’ Senator Ana Amélia Lemos




Figura 29: Beneficios quantificados caso o Brasil amplie seu protagonismio em pesguisa dinica,

passando a ccupar a 10* colecacao no ranking global

Brasil com
participacao
de 4,8%

(10" posicao)

+ &8 mil
profissionais
cientificos
envolvidos

IBPCI

Pesquisa Clinica




HIGHT QUALITY CERTIFIED BY AUDITS AND INSPECTIONS

3-4 Audits & Inspections per year

* Local Regulatory Authorities YN U.S. FOOD & DRUG
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IBPCLIN STAFF

MAIN PRIVATE CLINICAL RESEARCH HUB IN BRAZIL

PPCR HARVARD

mae Harvard Medical School

&N
Principles and Practice
of Clinical Research

R
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PUBLICACOES
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Unique and unparalleled expertise:

* In-house physicians, radiologists and scientists
* 100+ M.D. / Ph.D. employees on staff

* Synarc Innovation Technologies team focused on clinical trials
imaging research

* Publications

—Scientific Books: 42
—Scientific Book Chapters: 277
—Scientific Articles: >1,400

* Twenty-six patents

* Served on Regulatory (FDA, EMEA) and Standardization
Committees and Sponsor Advisory Boards

r—e— e ————————

m NEW ENGLAND |
JOURNAL of MEDICINE |

_________ J OURNAL OF
CLINICAL

ONCOLOGY

Osteoporosis

International g JBVIR

Arthritis & Rheumatism



SCIENTIFIC LEADERSHIP & INNOVATION

J OURNAL OF
CLINICAL
ONCOLOGY

Unique and unparalleled expertise:
In-house physicians, radiologists and scientists

12+ M.D. / Ph.D. employees on staff lOslco;:um.;is
nternationa
Publications e
Scientific Books
Scientific Book Chapters

Scientific Articles: >100

Pesquisa Clinica


http://www.jbmronline.com/loi/jbmr;jsessionid=iyNjgqnKNC7bvOVBnT
http://radiology.rsnajnls.org/
http://jama.ama-assn.org/content/vol295/issue19/index.dtl
http://www.jco.org/current.shtml
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> CLINICAL

TRIALS

’ TRANSFORMATION
INITIATIVE

VA AV
A

CTTI Recommendations:
Optimizing Mobile Clinical Trials by
Engaging Patients and Sites

February 21,2019

CTTI MISSION:
Todevelop and drive adoption of practices
that will increase the quality and efficiency of clinical trials
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Total clinical trial starts increased 8% in 2020 as the industry
adapted quickly to shifting priorities and logistical challenges

Exhibit 1: Total Number of Clinical Trials by Phase 2010-2020

4,686
4,325

3,976
3,706

3,393 3,442 3,406
3,341 3413 3,207 3149

2012 2013 2014 2015 2016 2017 2018 2019
- Phase | - Phase Il - Phase 11

Source: Citeline Trialtrove, Apr 2021; IQVIA Institute, Apr 2021
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The global efforts focused on COVID-19 yielded rapid development
and approval of 12 vaccines and 4 new therapeutics

Exhibit 7: Timelines of Global COVID Vaccines and Therapeutics Trials and Their Authorization for
Emergency Use/Approval by Country
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COVID-19 vaccines were developed and approved in an average of
7 months compared to 9 years and 4 months for other vaccines

Exhibit 8: Time (in months) from a Vaccine’s First Clinical Trial Start to First Authorization

Median: 112 months (9 years, 4 months) Median: 7 months

- Vaccines 2014-2019 - COVID-19 vaccines

Source: IQVIA Institute, Apr 2021




COVID-19 trials continue for 65 previously approved molecules,
reflecting the breadth of effort underway to find effective therapies

Exhibit 9: Currently Marketed Medicines by Disease and Indication Undergoing Research for COVID-19

Asthma Autoimmune

Psoriasis disease

Malaria Viral hepatitis

Rheumatoid

arthritis Gastrointestinal

Lupus .
nephritis Previously

approved drugs Bacteria
under investigation
for COVID-19 CMLU/Myeloma

65
molecules

Acute Coronary
Syndrome

Thrombosis Lymphoma

Pancreatic

Hypertension
cancer

Prostate
All others cancer

Endocrinology

Source: IQVIA Pipeline Intelligence; IQVIA Institute, Feb 2021




Growth in the late-stage pipeline continued in 2020, bringing total

expansion to 43% since 2015

Exhibit 23: Number of Late-Stage Pipeline Products by Therapeutic Drug Class, 2010-2020
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Source: IQVIA Pipeline Intelligence, Dec 2020; IQVIA Institute, Mar 2021
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The next-generation biotherapeutic pipeline is focused on gene
editing, CAR-T and RNA therapeutics in both early and late phases

Exhibit 27: Next-Generation Biotherapeutics Early- and Late-Stage Pipeline by Mechanism
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Source: IQVIA Pipeline Intelligence, Dec 2020; IQVIA Institute, Mar 2021




R&D expenditure by large pharma corporations totaled a record
$123 billion in 2020, and exceeded 20% of revenue for the first time

Exhibit 30: Large Pharma R&D Spending and Spending as a Percentage of Sales 2016-2020, US$Bn

123

2014 2015 2016 2017 2018 2019 2020

- R&D spending -®= R&D spending as a percentage of sales

Source: Data taken from company financial statements; [QVIA Institute, Feb 2021




Emerging biopharma companies are responsible for most of the
late-stage pipeline, though their share fell in 2020

Exhibit 35: Percent of Late-Stage Pipeline by Company Segment, 2005, 2010, 2015, 2020
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Source: IQVIA Pipeline Intelligence, Dec 2020; IQVIA Institute, Mar 2021




Drugs from China-headquartered companies have risen to 12% of
the early-stage pipeline from 2% a decade ago

Exhibit 36: Number of Drugs Over Time and Country Share of Early-Stage Pipeline Based on Company
Headquarter Location 2005-2020
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Source: IQVIA Pipeline Intelligence, Dec 2020; IQVIA Institute, Apr 2021
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Some products launched by emerging biopharma companies were older
medicines never previously launched in the U.S. and given new uses

Exhibit 46b
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«Our mission is to conduct clinical
_trials with integrity, ethics,
confidentiality and safety for Brazilian
~_population” _
«Our Vision is aleadership of the first
network of private research units in
Brazil and Latin America”

Luis.russo@ibpclin.com



