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CTNBlo

de biosseguranca

What is the CTNBio?

Law No. 11 105, of March 24th, 2005 whose purposeses

are .

v'Provides technical advisory support and advice to the Federal
Government in the formulation, updating and implementation
of the National Biosafety Policy on GMO.

v'Establishes 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.




CCCCCCCCCCCCCCCCCCCCCCC

CTNBlO

de biosseguranca

Law n? 11.105, dated March 24th, 2005

“Biosafety Law”

Purpose and Scope

v'Protection of human, animal and plant life and environment
VIt covers research activities and commercial use

v'Meets monthly

v'Case by case analysis
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Work health expert,(Minister of Labour and Employment)
Allotment Farm expert (Minister for Land Development)
Biotechnology expert (Ministry of Agri., L. and Food supply)
Environment expert (Minister of Environment)

Health expert (Minister of Health)

Consumer rights (Minister of Justice)
Ministry of Foreign Affairs

Special Secretariat for Agriculture and Fisheries to the PR
Ministry of Defense

Ministry of Development, Industry and Foreign Trade
Ministry for Land Development;

Ministry of Enviromental

Ministry oh Health

Ministry of Agriculture, Livestock and Food supply
Ministry OF Cience and Technology and Inovation
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Human/

Human Health

Source: CTNBio (http://www.ctnbio.gov.br/)


http://www.ctnbio.gov.br/
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HOW DOES CTNBIO FOSTER
PUBLIC CONFIDENCE/TRUST?
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CTNBio: rigor and transparency on GMO biosafety assessment in Brazil

Flavio Finardi Filho*

Science applied to agriculture has been increasing the food offer for many years, thus reducing
the need to find new farming areas. In Brazil, the truth of such statement is proven by the fact
that in the past 20 years the production volume increased by over 100%, while the total
growing area increased only by 25%. In the period, the Brazilian primary sector became one of
the most competitive, innovative agriculture in the world. Together with other methods,
biotechnology made management easier and increased productivity. Most Brazilian cotton,
maize and soy is genetically modified (GM) and helps the country to strengthen its farming
industry.

The transgenic safety assessments follow international standards defined by the World Health
Organization (WHO) and by the Food and Agriculture Organization of the United Nations
(FAO/UN), institutions that already support GM food, as many others, such as the Pontifical
Academy of Sciences. In Brazil, GMOs approved are submitted to toxicological, allergenic,
nutritional and environmental testing that go through the National Technical Biosafety
Committee (CTNBio), group connected to the Science, Technology and Innovation Ministry

(MCTI).
3



TRANSPARENCY OF CTNBIO

CTNBIO webpage

all agendas, minutes and activities are
available to the public
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TRANSPARENCY OF CTNBIO

CTNBIO monthly meetings
are opened to public attendance
-registration needed-
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TRANSPARENCY OF CTNBIO

Normative Resolutions of CTNBIO
PUBLIC CONSULTATIONS

(Ex. RN 2 — RN 18)



TRANSPARENCY OF CTNBIO

New Products that are under evaluation
to commercial release

PUBLIC AUDIENCE
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Fundagado Padre Anchieta é parcialmente ou totalmente financiada pelo governo do Estado de Sao Paulo. Wikipedia 2

#JTCultura
Liberagdo do trigo transgénico é pauta em audiéncia no Ministério da Ciéncia, Tecnologia e Inovagao
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TRANSPARENCY OF CTNBIO

Transparency
regarding the scientific community
regular CIBIO meetings
“ENCIBIO”



TRANSPARENCY OF CTNBIO

Transparency
regarding the general public

CTNBIO presidency and members are
frequently invited to talk about GMO,
gene edition, new products that are
released for commercialization

(TV, radio, journals, etc.)
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IS TRANSPARENCY ENOUGH 10
BUILD PUBLIC TRUST?
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Food and Chemical Toxicology
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Long term toxicity of a Roundup herbicide and a Roundup-tolerant

genetically modified maize

Gilles-Eric Séralini **, Emilie Clair®, Robin Mesnage *, Steeve Gress®, Nicolas D8

Manuela Malatesta ", Didier Hennequin, Joél Spiroux de Vendémois ®

* University of Caen, institure of Biology. CRINGEN and Risk Pole, MRSH-CNRS, EA 2608, Esplanede de la Paix, Caen Ced
" University of Verona, Department of NMeuralogical, Neuropsychalogical, Morphological and Motor Sciences, Verana 33
“University of Caen, UR ABTE EA 4651, Bd Maréchal juin, Caen Cedex 14032, France
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SCIENTIFIC
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natureresearch

Transgenic Aedes aegypti
Mosquitoes Transfer Genes into a
Natural Population

Benjamin R. Evans', Panayiota Kotsakiozi', Andre Luis Costa-da-Silva®?,
Rafaella Sayuri loshino®?, Luiza Garziera®, Michele C. Pedrosa®**, Aldo Malavasi®,
Jair F.Virginio", Margareth L. Capurro®?® & Jeffrey R. Powell

In an attempt to control the mosguito-borme diseases yellow fever, dengue, chikungunya, and Zika
fevers, a strain of transgenically modified Aedes aegypti mosquitoes containing a dominant lethal gene
has been developed by a commercial company, Oxitec Ltd. If lethality is complete, releasing this strain
should only reduce population size and not affect the genetics of the target populations. Approximately
450 thousand males of this strain were released each week for 27 months in Jacobina, Bahia, Brazil. We
genotyped the release strain and the target Jacobina population before releases began for >21,000
single nucleotide polymorphisms (SNPs). Genetic sampling from the target population six, 12, and
27-30 months after releases commenced provides clear evidence that pertions of the transgenic strain
genome have been incorporated into the target population. Evidently, rare viable hybrid effspring
between the release strain and the Jacobina population are sufficiently robust to be able to reproduce
in nature. The release strain was developed using a strain eriginally from Cuba, then cutcrossed to a
Mexican population. Thus, Jacobina Ae. aegypti are now a mix of three populations. It is unclear how
this may affect disease transmission or affect other efforts to control these dangerous vectors. Thase
results highlight the impertance of having in place a genetic menitoring program during such releases
to detect un-anticipated outcomes.

Mosquito-borne diseases take a tremendous toll on human health and economies especially in Thied World coun-
tries. Effective vaccines and drugs are available for only a few so the major means of controlling these diseases is to
control the mosquitoes that transmit them. As traditional methods of control, such as insecticides, have become
less effective and acceptable, alternative methods have been sought!. Methods based on genetic manipulations
are among the most appealing and actively pursued’. One such genetic-based program has involved releasing a

e
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Noticias

Carta da Presidéncia da CTNBio sobre o artigo publicado na Scientific Reports
referente a mosquitos transgénicos

TECHMICAL NOTE FROM CTMEBI0'S PRESIDENT AND VICE PRESIDENT (National Technical
Commission of Biosafety) regarding the recently published article in Scientific Reports entitled:
Transgenic Aedes aegypt Mosguitoes Transfer Genes into a Matural Population, Evans et

al. Scientific Reports, Vol 9, Article number: 13047 (2019).

CTMEBio i5 a technical and scientific Commission created by the Brazilian Biosafety Law 11.105,
in March 23, 2005. The CTNBIio is composed by 54 scientist bearing PhD title, and meets 10
times a year in Brasilia in order to analyze, on a case by case basis, the safety of genetically
modified organisms for human and animal health, plants and the envircnment. The process is
rabust and transparent, so that documents used in the analysis and all the decisions are
published in CTNEio's homepage (http/www.ctnbio.mctic.gov.br).

CTMEio analyzes projects in contention, the planned releases in the environment and the

commercial releases of GMQ.

After the analysis of the article in Scientific Reports entitled: Transgenic Aedes aegypti
Mosquitoes Transfer Genes into a Natural Population, Evans et al. Scientific Repaorts, Vol 9,
Article number: 13047 {2019) by members of the CTNBio, population genetics specialists and
technology developers from universities and companies, with the objective of controlling
disease-causing vectars of high relevance to Brazilian Public Health, CTNBio raises the following
considerations in relation to the above mentioned Article published in a renowned international

journal in the scientific area.

1. From the methodaological point of view the authors used a very robust, high
performance SNPs array with number of markers and appropriate analysis, as well as
gene introgression in mosquito populations;

2. The genetic background of the Oxitec's strain OX513A originated from the crossing of
two other highly susceptible to insecticides strains from Cuba and Mexico, precisely to
minimize its persistence in the environment. The Brazilian strains do not present high
sensitivity to insecticides, due to the long-term use of chemical agents to control the
mosquito that transmits diseases af high relevance to the Public Health;

25
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We are hereby contacting the Editors of the Scientific Reports journal to clarify the rigorous

criteria used by CTNBio, based on scientific data and experiments, which guide all the technicalscientific decisions made by this Biosafety
Committee in Brazil.

Finally, it is important to highlight that all experimental work and commercial use of this

technology, which is on the frontier of knowledge in Brazil and in the world and, implies in risks

and uncertainties is under a permanent analysis and surveillance by CTNBio with total

transparence with the facts. This is what CTNBio has always done and will continue to do in order

to make its decisions.

Sincerely,

Maria Sueli Felipe
CTNBio President

Maria Lucia Zaidan Dagli
CTNBio Vice President
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OPEN Editorial Expression of Concern:

Published onling: 24 March 2020

Transgenic Aedes aeqgypti
Mosquitoes Transfer Genes into a
Natural Population

Benjamin R. Evans, Panayiota Kotsakiozi, Andre Luis Costa-da-Silva, Rafaella Sayuri loshine,
Luiza Garziera, Michele C. Pedrosa, Aldo Malavasi, Jair F. Virginio, Margareth L. Capurro &
leffrey R. Powell

Addendum to: Scientific Reports hitps://doi.org/10.1038/541 598-019-49660-6, published online 10 September
2018

The Editors are issuing an Editorial Expression of Concern for this Article.

Shortly after publication of this Article in September 2019, the Editors were alerted to concerns regarding the
interpretation of the data and some of the conclusions. Specific concerns include:

- the title does not make it clear that the authors only examined genomes of specimens that lacked the trans-
genes and sampled during the release period;

- the Abstract and Introduction use language which is not justified given the evidence present in the peer
reviewed literature and the data presented in this Article. No sampling for this study was conduected more
than a few weeks after the release program, and as such there is no evidence in the Article to establish whether
the non-transgenic, introgressed sequences from the released strain remained in the population over time.
Furthermore, previous work from some of the authors (Reference 6 in the Article) showed that over time, the
transgene is lost from the population, but the Article does not disclose this information;

- in the Discussion, the authors claim that because of the distinct penetic backgrounds of different mosquito
populations (two used to create OX513A mosquitoes, and one local population), the existing population in
Jakobina is more robust than the original wild population due to hybrid vigour. There are no data in the Article to
support this point; furthermore, data included in the Article indicate that a number of hybrid individuals rapidly
declined post-release;

- the conclusion of the Article highlighting “the importance of having in place a genetic monitoring program
during such releases” could be misunderstood to mean that such program was not in place. The Mosquito release
program in Jakobina is monitored by the Brazilian regulator, the National Technical Commission of Biosafety
(CTNBia).

When contacted about these issues, some of the authors indicated that they had not approved the final version
that was submitted for publication.
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Thank youl

Questions?

mizdagli@usp.br



