


History and Structure 



History and Objectives 

 Was founded in 2008 by medical oncologists from several Latin 

American (LA) countries: 

 Mexico: Dr. Alejandro Silva  

 Brazil: Dr. Carlos Henrique Barrios , Dr. Carlos Sampaio Filho  

 Argentina: Dr. Eduardo Richardet, Dr. Gonzalo Recondo  

 Ecuador: Dr. Hernan Lupera  

 Chile: Dr. Jorge Gutierrez  

 Uruguay: Dr. Mario Varangot  

 Panama: Dr. Roberto I. Lopez  

 Is a non-profit organization and legal entity for academic cancer 
research in LA  

 To build a network of LA investigators in oncology 
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LACOG Structure 



Gilberto Lopes A medical oncologist at Centro Paulista de Oncologia São Paulo, Brazil 
 

Carlos Barrios  LACOG Executive Director, Professor of Medicine  Hospital Sao Lucas PUCRS 
University 

Porto Alegre, Brazil 
 

Gustavo Werutsky LACOG Scientific Director, Former EORTC Fellow (2008-11), Assistant 
Professor Hospital Sao Lucas PUCRS 

Porto Alegre, Brazil 
 

Fernando Maluf Head of Medical Oncology Department Hospital São José São Paulo, Brazil 
 

Carlos Gil Moreira  Coordinator of Clinical Research and Technology Incorporation of INCA 
(National Cancer Institute of Brazil) 

Rio de Janeiro, Brazil 
 

Guillermo Lerzo Head of Medical Department Hospital Oncologico Marie Curie.  Buenos Aires, Argentina 

Henry Gomez  Director of GECOPERU - Peru Cooperative Oncology Group, and Director of 
INEN (National Cancer Institute Peru).  

Lima, Peru 

Luis Fein  President GAICO Argentinian Cooperative Oncology Group, Director of 
Oncology Institute Rosario. 

Rosario, Argentina 

 
 
 

LACOG Executive Committee 2012-

15 
• Define the group scientific strategy and decision making to collaborations events, etc. 

• Advises the General Assembly on new activities to be ratified by the General Assembly. 

• The ExCo meets at least twice a year. 



LACOG Executive Committee 2012-15 

Advisory Council 

 Max Mano 

Assistant Professor of Medicine, 

USP University, Director of Breast 

Cancer, ICESP Hospital, São 

Paulo, Brazil 

 Paul Goss 

Professor of Medicine, Harvard 

Medical School, Co-Director 

Breast Cancer Disease Program, 

Director, Avon Breast Cancer 

Center of Excellence, Boston, US 

 Diane Finkelstein 

Director of Biostatistics, 

Massachusetts General Hospital 

Biostatistics Center, Boston 

  

 Denis Lacombe 

Medical Director Headquarter 

EORTC, Brussels, Belgium 

The LACOG Advisory Council integrates the Executive Committee and 

contributes to the Group strategy and decision making. 



Monitoring/Audits 
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Porto Alegre, Brazil 

Structure and Facilities 

LACOG Coordinating Office 



LACOG Members 



Argentina N=15 

Brazil N=53 

Chile N=2 

Ecuador N=1 

Mexico N=11 

Panama N=1 

Colombia N=4 

Venezuela N=2 

Peru N=6 

LACOG Membership Status 

Bolivia N=1 

El Salvador N=1 

Uruguay N=1 

Cuba N=1 

Nicaragua N=1 

*N=members 

Guatemala N=1 

http://upload.wikimedia.org/wikipedia/commons/6/63/Latin_America_(orthographic_projection).svg
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Potential of accrual  

LACOG Members Institutions 
Number of new cases per month = 13119 



Experience in Clinical Trials 

5 (1%) 

160 (35%) 

291 (64%) 

Clinical trials currently open for accrual or follow up 
(N=456) 

Phase I

Phase II

Phase III

20 (1%) 

356 (18%) 

1552 (81%) 

Patients enrolled in clinical trials in the last 12 
months. (N=1928) 

Phase I

Phase II

Phase III



Never 
audited 

23% 

Audited in the 
last two years 

63% 

No audited in 
the last two 

years 
37% 

77% 

Investigator Site Audit – LACOG Survey  

Ever audited Ever audited Ever audited 

Quality Control 

CRO 19%; 

Pharma 34%    

All audited LACOG sites are active. 

FDA The number of regulatory inspections from the FDA—as well as from country 

regulators—has been on the rise in Latin America. There’s been a commensurate 

increase in the overall quality standards and expectations for studies in the region. 

http://www.iconplc.com/icon-files/insight-newsletter/January13/quality.html 

NAI – No Action Indicated / VAI – Voluntary Action Indicated / OIA – Official Action Indicated  



Studies 



Study Types  

Study Type LACOG Activities Legal Sponsor 

Investigator Initiated 

Research  

Full management LACOG 

Intergroup Studies Full/Partial management Leading 

Group/LACOG 

Pharma Sponsored Partial management/ 

LACOG Investigator in the 

Steering Committee 

Pharma 



Study 

Number 
Sponsor LACOG activities Study Design 

Population/Set

ting 
Status 

LACOG 

0801 

LACOG (financial 

support GSK) 

 

• Regulatory 

• Monitoring 

• Pharmacovigilance 

• Drug distribution 

• Outsourced: CRF and 

statistical analysis* 

Phase II, randomized, 

capecitabine/lapatinib, 

vinorelbine/lapatinib, 

gemcitabine/lapatinib 

Metastatic 

breast cancer 

HER2 + 

(Argentina, 

Brazil, Peru) 

Finished 

accrual 

(N=142) Dec 

2012 

 

Main 

publication 

under 

development 

LACOG 

0213  
Celgene 

 

• Site selection 

• Regulatory assistance 

• Recruiment support 

• LACOG Investigator in the 

Steering Committee 

• CRO PPD 

Phase III, Double-Blind 

Randomized, Rituximab + 

Lenalidomide versus 

Rituximab + Palcebo** 

Follicular 

Lymphoma 

(Brazil) 

Approved by 

CONEP and 

ANVISA 

 

Sites iniation 

ongoing 

LACOG 

0313 

LACOG - GBG/BIG 

(financial support 

Pfizer) 

• Full management (site 

selection, regulatory, 

contracts, monitoring and 

coordination in Brazil) 

Phase III, Double-Blind 

Randomized, Palbociclib x 

Placebo** 

Breast cancer, 

HER2 +, HR + 

(Brazil) 

Regulatory 

process 

LACOG 

0114  
Inscer (financial 

Cnpq) 
• Full management  

Phase II,  

[18F]FDG  InsCer/PUCRS 

 

Lung Cancer, 

stage I-III 

before surgery 

(Brazil) 

Recruiting 

LACOG 

0214 
Inscer (FINEP) • Full management 

Validation of  Tecnecium x 

Indium to Neuroendocrine 

tumor staging 

 

NETs staging  

(Brazil) 
Regulatory 

process 

Ongoing Studies 

*Since 2013 LACOG has a statistician and uses CRF system (OpenClinica) 

**Registration trial  



 

Ongoing studies 

 
Study 

Number 
Sponsor LACOG Activities Study Design Population/Setting Status 

Epidemiologic/Translational 

LACOG 

0413 
LACOG (EORTC) 

• Site selection 
• Regulatory Brazil + 

Latin America 
• Assistance trial 

coordination 

Prospective 

Male Breast Cancer 

(Brazil, Peru, Mexico, Colombia, 

Panama) 

Regulatory process 

(Brazil) 

 

Recruiting (Peru, Chile 

and Mexico) 

LACOG 

0113 
LACOG (Novartis) Retrospective 

HR+, HER2- metastatic breast 

cancer 

(Brazil) 

Protocol development 

and site selection 

LACOG  

0111 

Massachusetts 

General Hospital 

 

Full management 

(site selection, 

regulatory, 

contracts, 

monitoring and 

coordination in 

Brazil) 

Retrospective, 

translational, 

gene signature 

Metastatic breast cancer, HR+ 

(Brazil, and Peru) 
Recruiting 

LACOG 

0211 

INCA 

 

• Site selection 
• Regulatory Latin 

America 
• Assistance trial 

coordination 

Epidemiologic, 

translational, 

EML4-ALK fusion 

Non-small cell lung cancer  

(Chile, Colombia, Peru, Panama, 

Mexico, Cuba, Venezuela) 

Recruiting (Chile, 

Mexico and Peru) 

 

Regulatory process 

(Colombia, Cuba 

and Panama) 



Partnerships 



	

Educational  Research Development 

Partnerships 

* 

LACOG is a BIG member since 2013 



Partnerships 

LACOG – NCCN Prostate Cancer Guidelines 2014 

• LACOG Panel of Reviewers will adjust the guideline for Latin America 

• Portuguese and Spanish translation 

• Release April 2014  



Partnerships 

EORTC – LACOG Task Force on Cervical Cancer 

•EORTC Gynecological and Radiotherapy Groups + LACOG investigators 

•Objetives 

• to qualify LACOG radiotherapy sites by QART 

• to develop phase II-III studies in locally advanced cervical cancer  

• to improve cure rates 

Strategic collaboration with a high recruitment potential  

and trial management expertise 



Funding 



Funding 

Study Budget Parts:  

1.Regulatory (cep, conep, anvisa) 

2.Patient fee + insurance 

3. Coordinating Office (development, managing, 

monitoring, etc.) 



Legal Entity - OSCIP 

LACOG is recognize by the Ministry of Justice and 

Health to participate in the PRONON project. 

 

This allows LACOG to receive deductible donations 
for specific projects and events.  

 

 



Publications 



Publications 2013 



Publications 2013 



Publications 2012 



 

Abstracts in Conferences 

  
ASCO 2013: 

A phase II randomized study of Lapatinib in combination with Capecitabine, Vinorelbine or Gencitabine as 
first or second line-therapy in patients with HER2 positive metastatic breast cancer progressing after taxane 
(LACOG 0801). Henry Leonidas Gomez, Silvia P. Neciosup, Celia Tosello, et al. (suppl; abstr 851426) 

Inequities in Pap smear screening for cervical cancer between Brazilian urban and rural populations. Jeovany 

Martínez-Mesa, Gustavo Werutsky, Carlos Alberto Sampaio-Filho, et al. J Clin Oncol 31, 2013 (suppl; abstr 
e12510) 

ASCO 2012: 

A randomized, open-label, phase II study of lapatinib / capecitabine, lapatinib / vinorelbine, or lapatinib / 
gemcitabine in patients with ErbB2-amplified metastatic breast cancer progressing after taxane treatment: 
Results of an interim analysis (GLICO-0801 / EGF111792). Henry Leonidas Gomez, Silvia P. Neciosup, Celia 
Tosello, et al. J Clin Oncol 30, 2012 (suppl; abstr e11087) 

ASCO 2010 

A randomized open-label, phase II study of lapatinib/capecitabine, lapatinib/vinorelbine, or 
lapatinib/gemcitabine in patients (pts) with ErbB2-amplified metastatic breast cancer (MBC) progressing after 
taxane treatment-GLICO-0801. H. L. Gomez, S. P. Neciosup, Y. Neron do Nascimento, et al. J Clin Oncol 

28:15s, 2010 (suppl; abstr TPS120) 

 

 



Poster: 
Breast cancer in the Pan-American region: inequities in incidence and mortality 

rates according to the human development index. 

Poster: 
A phase II randomized study of Lapatinib in combination with Capecitabine, 

Vinorelbine or Gemcitabine as first or second line-therapy in patients with 

HER2 positive metastatic breast cancer progressing after taxane (LACOG 

0801). 

 

Abstracts in Conferences 

 



Events Organized by LACOG 

2013 



www.rvmais.com.br/lacogconference 

LACOG Conference & The Lancet 

LACOG Conference and The Lancet Commission Press Conference 



Best of ASCO Brazil 

http://www.ascoinbahia.com.br/ 



LACOG Stat Course 



Events Organized by LACOG 

2014 



LACOG Events 2014 



Gustavo Werutsky 
Scientific Director 

LACOG Coordinating Office 

gustavo.werutsky@lacog.org.br 


