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Common applications of  
Genetically  modified animals 

• Basic research ( mice and rats) 
• Xenotransplantation (GM KO pigs for alpha-

galactosyl transferase gene) 
• Bioreactors 
• Pets, aquarium fishes 
• Food animals  
 



Commercial approvals in Brazil 

yeasts 
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• CTNBio is a multidisciplinary collegiate body, 
created by Law No. 11.105, of March 24, 2005, 
whose purpose is to provide technical advisory 
support and advice to the Federal Government in 
the formulation, updating and implementation of 
the National Biosafety Policy on GMOs and as the 
establishment of technical safety standards and 
technical reports relating to the protection of 
human health, living organisms and the 
environment, for activities involving the 
construction, experimentation, cultivation, 
handling, transporting, marketing, consumption, 
storage, release and disposal GMOs and 
derivatives. 



CNBS 
• I – Ministro de Estado Chefe da Casa Civil da Presidência da 

República, que o presidirá; 
• II – Ministro de Estado da Ciência e Tecnologia; 
• III – Ministro de Estado do Desenvolvimento Agrário; 
• IV – Ministro de Estado da Agricultura, Pecuária e Abastecimento; 
• V – Ministro de Estado da Justiça; 
• VI – Ministro de Estado da Saúde; 
• VII – Ministro de Estado do Meio Ambiente; 
• VIII – Ministro de Estado do Desenvolvimento, Indústria e Comércio 

Exterior; 
• IX – Ministro de Estado das Relações Exteriores; 
• X – Ministro de Estado da Defesa; 
• XI – Secretário Especial de Aqüicultura e Pesca da Presidência da 

República. 
 



CTNBio – 54 members 
(27 members and 27 alternate members) 

3 specialists of human health 
3 specialists of animal health 
3 specialists of vegetal area 
3 specialists of environmental area 
1 representative of Ministry of Science and Technology 
1 representative of the Ministry of Agriculture, Livestock and Supplies (MAPA) 
1 representative of the Ministry of Health 
1 representative of the Ministry of Environment 
1 representative of the Ministry of Agriculture Development 
1 representative of the Ministry of Development, Industry and Foreigh Commerce 
1 representative of the Ministry of Defense 
1 representative of the Ministry of External Relationship 
1 representative of the Ministry of Fishing and Waterculture 
1 specialist in Familiar Agriculture 
1 specialist in Biotechnology 
1 specialist in Consumer Defense 
1 Specialist in environment 
1 specialist in worker ‘s health 
1 specialist in the health area. 
 
 
 
 
 
 
 

 
 



CTNBio 

• 2 separate sectors 
– Human/animal 
– Vegetal/environmental 
 

• 1 plenary session 
 

• 2 day meetings every month in Brasilia 
 
 



CTNBio 
• Does not evaluate only the product, but 

performs a broader evaluation of the laboratory 
that produces that GMO, the people working 
there, the biosafety level, and the biosafety 
conditions. 

• CASE BY CASE ANALYSIS 
– PROJETCS 
– PLANNED RELEASES 
– COMMERCIAL RELEASES (evaluated by 4 sectors: 

human, animal vegetal and environmental) 



CTNBio 

• Normative Resolution No. 06 of November 6, 
2008. 

• Provides on rules for the planned release to 
the environment of Genetically Modified 
Organisms (GMO) of plant origin and their 
derivatives. 



CTNBio 

• NORMATIVE RESOLUTION Nº 7, of April 27, 
2009. 

•  
Provides on rules for planned release 
into the environment of Risk Class I 
Genetically Modified Microorganisms 
(GMM) and Genetically Modified 
Animals (GMAn) and their derivatives. 
 



• ANNEX I 
 

• APPLICATION FOR PLANNED RELEASE OF GENETICALLY MODIFIED 
MICROORGANISMS OR GENETICALLY MODIFIED ANIMALS AND THEIR 
DERIVATIVES 
INFORMATION ON THE APPLYING INSTITUTION 
1. Name of Institution in Charge; 
2. Address for contact with CIBio; 
3. Name, title and address of the Person Legally in Charge and the Chief 
Technician; 
4. CIBio opinion, including comments on the ability of the Chief Technician 
to manage the works, adequacy of experimental plan contained in the 
proposal, selection of location and emergency security plan; 
5. Statement for the purpose that “The information contained in this 
document is, to the best of my knowledge, complete, accurate and true”. 
(name and signature of the Person Legally in Charge, and date); 
6. CIBio endorsing statement: “CIBio has assessed and endorses this 
proposal” (name, date and signature of the President of CIBio); and 
7. Name and signature of the Person Legally in Charge, and date. 



• ANNEX II 
INFORMATION ON THE GMM or GMAn 
1. Information on the species of Genetically Modified Microorganism or 
Genetically Modified Animal to be released (include, as appropriate, 
scientific name, subspecies, lineage, etc.); 
2. Information on genetic modifications introduced and their consequences; 
3. Information on vector used and methodology of transformation; 
4. Description of exogenous DNA/RNA sequence, indicating the regulating 
elements that may be present; 
5. Indication of one or more markers (phenotypic, cytogenetic or molecular) 
that enable identification of the GMM or GMAn; 
6. Information on number of proceedings approved by CTNBio of which the 
current proposal is a sequel; 
7. Description of genetic characteristics of the GMM or GMAn that may 
affect their survival in the environment; 
8. Information on measures taken to contain gene flow; 
9. Description on how survival of the GMM or GMAn will be monitored at 
the 
location of the planned release; 
10. Information on whether the release relates to GMM or GMAn, as well as 
type of derivative, its composition, degradability, possible toxic or 
allergenic effect. 



• ANNEX III 
INFORMATION ON THE PLANNED RELEASE OF THE GMM OR GMAn AND 
THEIR DERIVATIVES 
1. Title of proposal; 
2. Purpose of the proposal; 
3. Address of the proposed location where the planned release is to be conducted; 
4. Procedures for transporting the GMM or GMAn and their derivatives to the location of the 
planned release, indicating their origin; 
5. Experimental protocol for the planned release and monitoring during the experiment – include 
biosafety and discarding procedures, information on the size of the total area of GMM or GMAn and 
their derivatives planned 
release; 
6. Information on the date foreseen for starting the planned release; 
7. Information on the date foreseen for the completion of the planned release; 
8. Description of supervision procedures for the area of planned release and safety procedures to 
be conducted by the persons in charge; 
9. CIBio shall make a list of individuals in charge for developing the experiment and describe the 
training given to staff members, together with a letter informing the installation of the experiment; 
10. Information on whether there will be or not a transfer or sending of material for analysis or 
storage by another unit and what will the destination be; 
11. Information on whether the planned release is likely to affect the characteristics or abundance 
of other species, and how this will be monitored; 
12. In case the GMM or GMAn and their derivatives remain in the environment after the planned 
release experiment, inform: length in time and possible consequences, and the monitoring to be 
conducted; and 
13. Measures to be taken to remove the GMM or GMAn and their derivatives in case of any evident 
threat occurs during the planned release experiment. 



• ANNEX IV 
MAPS AND SKETCHES FOR THE PLANNED RELEASE INTO THE 
ENVIRONMENT OF A GMM OR GMAn AND THEIR DERIVATIVES 
1. Name of Municipality and State; 
2. Name of property and property’s owner; 
3. Full address of the property, telephone, fax and electronic address; 
4. Sketch, indicating the name of the main highway of access to the 
property, reference to the nearest city identifying the entrance to the 
property, kilometer of reference for entering the property and 
secondary/feeder road; 
5. Map of the area accredited by CQB, including: 
- Map size and scale used. Inform cartographic (nominal and 
graphic) scale, orientation by compass card and by geographic 
and topographic coordinates, as the case may be, of the 
experimental area. 
- Indication of any existing improvements; 
- Identification of boundaries of CQB accredited area; 
- Identification of permanent protection areas and legal reserve; 
- Indication of water bodies (rivers, rivulets, natural and artificial 
lakes, dams); 
6. Location of the experiment, including geographic coordinates, within the 
area accredited by CQB. In case it proves necessary to change the 
location, within the same area accredited by CQB and under CTNBio 
rules, the applicant shall inform the exact location within fifteen (15) days 
from the establishment of the experiment. 



CTNBio 

• Post-commercial release monitoring system. 
 
• Normative  Resolution nº 9, of December 2, 

2011 
• Makes provisions on rules for genetically 

modified organisms postcommercial 
release monitoring. 

 
• All commercial releases must be approved by the 

CNBS. 



Sim 
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o efeito adverso e 

o  OGM? 
  

Relatório técnico 
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 efeito adverso 
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Monitoramento geral 
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GM FOOD ANIMAL SAFETY 

• WHAT SHOULD WE BE AFRAID OF? 
 
– NEW PROTEIN AFFECT ANY IMPORTANT CELLULAR 

PATHWAY? 
– IS THE FINAL PRODUCT TOXIC? AT WHICH DOSE? 
– ALLERGIES? 
– HORMONES? ENDOCRINE DISRUPTORS? 



TO TEST OR NOT TO TEST? 

• FDA says no. 
• 3”R”s – reduce, replace and refine the use of 

animals. 
• HARMONIZATION 











CONCEA – National Council for the 
Control of Animal Experimentation 

• Arouca Law 11.794, October 8th, 2008. 
• “ The creation and use of animals for research 

and teaching in all national territory obey the 
criteria established in this law”. 

• 3 “R” s 
• CEUA – Comission of Ethics in the Use of 

Animals. 
 









Conclusion 

CTNBio will analyze the GM animals for FOOD 
according to the brazilian Biosafety Law and 
Decree, and the Normative Resolutions. 
 
As the BIOSAFETY process is ROBUST, it will 
guarantee the safety of humans (public health), 
animals, vegetables, and the environment.    



Thanks! 
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