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My personal bias for this presentation

Patient care

• Administrative duties
• Work meetings
• Teaching activities
• Study
• Research
• Paperwork (clinical trials)
• Ethical review board (quit)

A.C.Camargo Cancer Center
São Paulo, Brazil

• Prived institution
• Patients from both prived

and public health system
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Why do I believe in the effort of doing clinical research?

Brahmer et al. ESMO 2020

Cisplatin+
Pemetrexed

Cisplatin+
Gemc.

Response Rate 30.6% 28.2%

PFS 4.8m 5.1m

OS (median) 10.3m 10.3m

1y OS 43.5% 41.9%

2y OS 18.9% 14%

Scagliotti et al. JCO, 2008



Information is an important issue

• Gender
• Age
• Disease Status
• Comorbidities
• Medications

Biological Samples

Blood and tissue samples

Genetic information

Somatic variants (tumor)

o Impact on treatment decision 
(predictive value)

o Survival (prognosis)

o Access to treatments

Germline variants

o Genetic predisposition to diseases

o Impact on family members’ life

Intervention

Benefits
Discomforts
o Sample collections
o Biopsies
o Radiological exams
o Hospital visits
Risks
o Adverse events
o Procedures complications
o Treatment failure
Unattended expectations
o Randomization
o Control arm
o Placebo



Clinical Research

The goal of research is to acquire generalizable 
knowledge in benefit of future patients

Clinical Practice

Best evidence available
Expertise and experience

Best outcomes
Individual benefit



Phase 1 Phase 2 Phase 3 Phase 4

Safety

Eficacy

Randomization

Regulatory approval

What is the purpose of clinical research? 
Some thoughts on the therapeutic misconception and clinical equipoise



Study Procedures

Various study procedures are 
intended only to generate 
knowledge, with no direct 
benefit to the participant

Uncertainty
Greater uncertainty on 

potential risks and benefits 
than with standard therapies

Adherence to protocol

Different from clinical practice, 
participation in a trial requires 
adherence to a strict protocol

Clinician as investigator

Sometimes, the same physician acts in the 
standard health care scenario and as a clinical 

investigator, generating confusion between clinical 
research and clinical research purposes. 

Clinical Research
What investigators and participants should be aware of

Scientific Purpose

Clinical research is designed 
to generate knowledge that 
might benefit future patients

Adapted from Henderson et al. PLOS, 2007



When the research samples become an issue…

Clinical Research

New markers emerge every day from translational research. The issue of re-consenting 

How to deal with samples after the study ends? Biobanks and biorepositories in Latin America



Can we explain the research in lay terms to a potential research participant?
The informed consent process in Latin America

By UNESCO - http://unesdoc.unesco.org/images/0024/002475/247577E.pdf, CC BY-SA 3.0 
igo, https://commons.wikimedia.org/w/index.php?curid=58321449

2009 Program for International Student Assessment (PISA):

o 48% of Latin American students have difficulty performing 
rudimentary reading tasks (18% in OECD countries)

Possible solutions to overcome this issue:

o More time and dedication to the IC process
o Limit unnecessary information in the IC
o Audio recordings, language adaptations, gadgets



Fonte: VIS Research
Folha de São Paulo Jul/13

Infrastructure is not always the issue



1) In your experience with CLICaP, which are the most challenging hurdles to implement cooperative
international studies in Latin America* (Technical? Financial? Ethical? Investigators?)?
*Please include your thoughts both on interventional and non-interventional studies.

o There is a notable asymmetry in the region's research efforts, which are usually concentrated in a few people and 
groups.

o The limitation in access to local and regional financing, as well as international stipends and grants. We have low 
visibility and impact in the global research community, making it difficult to obtain adequate financial support.

o Restriction on access to technology, which is also concentrated in a few countries
o Dollarized inputs and supplies also have variable costs, affecting and limiting the expansion of basic, clinical, and 

translational research.
o The number of personnel trained in basic and translational cancer research is limited, and it has only had a real 

expansion in countries like Brazil, Argentina, and Chile. 
o We have competitive environments based on envy and not on effective mentoring. Few centers doing cancer research 

in the region have mature and organized mentoring programs to build a legacy.
o Many of those who do clinical research in cancer are unaware of global ethical regulations, monitoring, and auditing 

processes.
o Severe limitations for publications; we usually do not have access to first-rate journals, publication fees are 

unattainable, and are often not covered by hospitals, research centers, or related academic entities. Most researchers 
do not know basic editorial concepts and English is usually a massive problem.

Answers edited from a survey I sent to my research collaborators in Latin America: Andres Cardona, Colombia; Oscar Arrieta, Mexico; Ricardo Armisen, Chile; Emmanuel Dias-Neto, Brazil



o The regulations are heterogeneous, from places as restrictive as Argentina, to the laxest as Peru. There are no 
transversal platforms between our countries to exchange information, pathology samples, fluids or DNA/RNA.

o Data protection laws have made it uniformly impossible to have access to patients' clinical information even if we 
have the samples.

o The quality of clinical data related to tissue or DNA / RNA samples is poor, low quality, and in more than 65% of 
cases incomplete. Most Latin American countries do not have standardized or national free access to digital clinical 
records for data capture.

o Definitely, Brazil has more local regulations on the subject compared to Peru and Chile

2) How do you see the regulatory rules concerning the use of biological samples in Latin American countries?

Answers edited from a survey I sent to my research collaborators in Latin America: Andres Cardona, Colombia; Oscar Arrieta, Mexico; Ricardo Armisen, Chile; Emmanuel Dias-Neto, Brazil



3) What are the main difficulties you face with the informed consent process? 

o In the region, about 60% of the ethics committees do not have knowledge or training in basic concepts of 
oncology, including new formats for clinical trials, calculation of sample sizes, and data analysis.

o In the case of institutional studies not related to the pharmaceutical industry, the cost of fees for evaluating 
protocols and informed consent by the ethics committees is a problem.

o The main difficulties with the informed consent are really pertaining to time and space. The public-based 
hospitals in Mexico are usually saturated with patients who are attending for their consults, and therefore 
finding the time and space which is adequate for this task is sometimes challenging.

Answers edited from a survey I sent to my research collaborators in Latin America: Andres Cardona, Colombia; Oscar Arrieta, Mexico; Ricardo Armisen, Chile; Emmanuel Dias-Neto, Brazil



Final Thoughts

o We urge to increase collaborative research initiatives in Latin America

o Precision medicine trials complexities are not limited to genetic and clinical data
handling

o The IC process requires special attention and innovative approaches (audio
recordings, gadgets, language adaptations, electronic format)

o Staff training, infrastructure, local regulatory environments, and access to technology
and health care are hurdles to overcome


