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ECLA (Estudios  Clinicos Latino
América) is an Academic Research
Organization devoted to provide support
and expertise for the conduct of clinical
trials in Latin America. We bring clinical
and academic expertise to research.
Our mission is to design and conduct
innovative  clinical  research  that
enhances scientific knowledge that
improves medical care of patients.
Strengths
" To
international
AROs/Coordinating Centers to

develop academic projects.

become part of an

network of

= To participate actively in
changing the paradigm of clinical
research (electronic data capture,
central monitoring, etc)}

= ANMAT plans to harmonize all

current state (provinces)

regulations through the
application of its new law,
allowing  standardization  of
approval process in the future.
Weaknesses
» CROs conducting clinical trials
independently without input of
academic leaders in the field
= Big CROs conducting most of
the international clinical trials
leaving AROs out of this picture
" Increasing cost and complexity
of the conduct of clinical trials
(increase steps in the regulatory

process, increase approval fees,

etc)
Lady Davis Carmel Clinical
Cardiovascular Research Institute
(LDCCRI)
Strengths

= Well established network

®  |ong track record

®m  Personal relations and contact
with sites

= Small distances

= High enrollment rates

= Clinical expertise (fieldwork by
ARO as site)

Weaknesses

= Limited number of centers (26
public hospitals)

= Slow regulatory approval

= Contracting slow at some sites

m Little experience in some aspects
of ARO
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Academic Center

Major University in a major city of

Brazil

Respected thought-leader
physicians

Large site-based research

network within the University and
within Brazil

Experienced Operations Team
Several Therapeutic Areas

Site network and partnership out

of Brazil — Latin America

Weaknesses

Slow Regulatory approval
process
Data Management Department

Biostatistic Department

Medanta Institute of Translational and

Clinical Research

Strengths

Clinical Expertise in various
therapeutic areas

Large Pool of participants: High
enroliment rates

Site network includes Academic
teaching hospitals and Specialty
institutions.
Potential to be Research
centers and core labs.
Established
Framework with

documented SOPs

Regulatory
Clearly

Trained research Personnel
Institutional Support

Upcoming dedicated Proof of
Concept Unit in collaboration
with Duke

Weaknesses

Lack of CRO capabilities
Slow Regulatory process
Young organization, processes

to be refined
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