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The Cartagena Protocol on Biosafety to the
Convention on Biological Diversity is an international

CARTAGEMNA

PROTOCOL treaty governing the movements of living maodified
S i organisms resulting from modern biotechnology from
i ki one country to another. It was adopted on January, 29
B 2000 as a supplementary agreement to the Convention
Bveragtill on Biological Diversity and entered into force on

September 11, 2003.

THE OBJECTIVE OF THE KARTAGENA PROTOCOL is to
contribute to ensuring an adequate level of protection in the
field of the safe transfer, handling and use of living modified
organisms resulting from modern biotechnology that may have
adverse effects on the conservation and sustainable use of
biological diversity, taking also into account risks to human
health, and specifically focusing on transboundary
movements.



The Biosafety Protocol requires Parties to make decisions
on import of LMOs for intentional introduction into the
environment in accordance with scientifically sound risk
assessments (Article 15).




Republic of Belarus joined to the Cartagena Protocol on
May 6, 2002. September 11, 2003 — Date of entry into

force.
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The National Biosafety System was developed in Belarus by 2006 by support
of the United Nations Environment Programme. Basic Laws governing
Biosafety State Examination Procedure came into force that year.
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» THE LAW OF THE REPUBLIC OF BELARUS "ON SAFETY IN GENETIC
ENGINEERING ACTIVITIES" Ne96, January 9, 2006

3AKOH PECT1YBIIMKA BENAPYCb O BE3OINACHOCTU NEHHO-
MHXXEHEPHOW OEATEJIbHOCTW Ne 96 ot 9 aHBaps 2006 r.

Article 20. State expertise of safety of genetically engineered organisms

Expertise shall be mandatory in case of the first release of genetically
engineered organism into the environment for trials and state registration of
genetically engineered varieties of plants, breeds of animals and strains of
microorganisms designed for use in economic activities.

Objects of expertise:
*samples of genetically engineered organisms;

*materials containing data on the assessment of risk of potential harmful
impact of genetically engineered organisms on human health and the
environment, as well as on measures for prevention of such risk.



Legislation governing activities in the field of safety in genetic engineering activities can
be found on the Website of the National Coordination Biosafety Centre (NCBC)

http://biosafety.org.by/legislation
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National Coordination Biosafety Centre
http://biosafety.org.by/legislation
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Law of the Republic of Belarus "On the safety of genetic engineering” and related regulations legislation

texts in pdf will cpen in a new window

Law of the Republic of Belarus "On the safety of genetic engineering,” January 9 2006 number 95

+ Law of the Republic of Belarus "On Amending the Law of the Republic of Belarus” On Seeds " January 4. 2007 Ne 200

+ Law of the Republic of Belarus "On amendments and additions to some codes of the Republic of Belarus on the establishment of liability for
violations of the legislation on the safety of genetic engineering,” May 18 2007 number 231 (the Code of Administrative Offences and the Criminal
Code of the Republic of Belarus )

Resolution of the Council of Ministars of the Republic of Belarus

e On the Introduction of Amendments and Additions to the Council of Ministers on 18 March 1997 number 218 and the changes in the
resolution of the Council of Ministers on 29 November 1998 number 1853 . May 13, 2006 Ne 6086

« Approval of the Regulations on the procedure for issuing permits for the import, export or transit of opportunistic pathogens and genetically
engineered organisms. Aug. 16 2006 number 1049

« On some issues of state regulation of seed and variety trials. September 5. 2006 number 1135.
= Regulation on State control of seed:
* The position of the variety trials:
= Statement on the State Register of manufacturers, packers seeds:;
= Statement on the State Register of varieties and trees and shrubs.

« Approval of the Procedure of state expertise safety of genetically engineered organisms and sample conditions of contracts for its
execution, and permits the release of non-pathogenic genetically engineered organisms into the environment for testing. September 8, 2006
number 1160.

« Regulation of public safety review of genetically engineered organisms and sample terms of the agreement to carry it out:
= Regulation on the procedure for issuing permits for the release of non-pathogenic genetically engineered organisms into the environment for testing

e Approval of the Regulations on the procedure of state registration of genetically engineered plants, breeds of genetically engineered
animals and non-pathogenic strains of genetically engineered microorganisms. September 12, 2006 number 1195

s Approval of the Regulations on the procedure and conditions for the provision of information from the data bank of genetically engineered
organisms. September 15. 2006 number 1222

Ordinance of the Ministry of Health of the Republic of Belarus
« On some issues of the safety of genetic engineering. Aug. 25. 2006 number 65
= Instruction on safety requirements for closed systems during handling of the second. third and fourth levels of the risk of genetic engineering:
« Guidelines for the Accreditation of closed systems for the implementation of the work of the second. third and fourth levels of the risk of genetic
engineering.
» Instruction on safety requirements for transport of opportunistic pathogens and genetically engineered organisms;
. Instruchons regardmg the accountmg for government entmes created |mpc-r‘ied |nt0 the Republm of Belarus exported from the Republic of Belarus and
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or on the Website of the Biosafety Clearing-House

http://bch.cbd.int/about/countryprofile.shtml?country=by
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» Resolution of Council of Ministers of the Republic of Belarus of
September 8, 2006 N1160

"On approval of Regulations on the procedure for State Safety Examination of
genetically engineered organisms and of approximate terms of contracts
concluded for its carrying out, and issuing permits to release of non-pathogenic,
genetically engineered organisms into the environment for testing*
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REGULATIONS
ON ORDER OF CARRYING OUT THE PROCEDURE OF
STATE SAFETY EXAMINATION OF GENETICALLY
ENGINEERED ORGANISMS AND ON APPROXIMATE
TERMS OF CONTRACTS CONCLUDED FOR ITS CARRYING OUT
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For carrying out Examination and obtaining a conclusion of this Examination,
an interested Legal Entity or an Individual Entrepreneur being an initiator of its
carrying out submits to the Ministry of Natural Resources and Environmental

Protection documents :

»An application for carrying out State Safety Examination of genetically
engineered organisms is represented in due form according to Annex 1.
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»Information about the risk of possible adverse effects of genetically
engineered organisms on human health and the environment, as well as on
measures to prevent such a risk for genetically engineered organisms
belonging to higher plants is reported according to the information list under
Annex 2, for genetically engineered organisms belonging to other
organisms, other than higher plants - in accordance with the information list
under Annex 3



Annex 2

To the Regulation on Order of

the Procedure of State Safety
Examination of Genetically
Engineered Organisms and

on Approximate Terms of Contracts
Concluded for Its Carrying Out

LIST

of information about risk assessment of possible
adverse effects of genetically engineered
organisms belonging to higher plants
(Gymnosperms and Angiosperms) on human
health and the environment, as well as on
measures to prevent such a risk.

1. Information on biological characteristics of the recipient organism:
1.1. Fullname:
Family;
Genus;
Species;
Sub-spices;
Variety/breeding line;
Common (routine) name;
1.2. Information concerning the characteristics of propagation:
Type(s) of reproduction;
Specific factors affecting reproduction;
The time of procreation;
Sexual compatibility with other cultivated or wild species;
1.3. Survival in the environment;
The ability to form structures for survival or go into a resting state; specific factors
affecting the survival rate;
1.4. Dissemination;
Dissemination ways and degree;
Specific factors affecting dissemination;
1.5. Geographical dissemination;
1.6. Description of natural habitat, including information on natural predators,

parasites, competitors and symbionts;

1.7. Potentially significant interactions with organisms other than plants, in
ecosystems typical of normal growth, including information on toxicity to humans,
animals or other organisms.

2. Information about biological features of donor organisms;
2.1. Fullname:

Family;

Genus;

Species;

Sub-species;

Variety/breed/strain;

Common (routine) name;
2.2. Origin of donor organisms;



2.3. Biological characteristics of donor organisms;

3. Biological features of vector:

3.1. The nature and origin of the vector, its natural habitat and the relevant safety features;

3.2. Structure of transposons, promoters and other non-coding genetic segments used to
develop the genetic structure necessary for its transfer and functioning in the recipient organism;

3.3. The frequency of inserted vector mobilization (the ability to acquire mobility) or
transfer it to other organisms;

3.4. Factors that may affect the ability of vectors to adapt to other host-organisms.

4. Information relating to the nature of genetic engineering modifications:

4.1. The methods used in the development, transfer of transgenic construction and in
selection of transgenic organisms;

4.2. Description of DNA fragment inserted into genome (plasmon) of the recipient organism
(size and origin, that is name of donor organism(s) and expected function of each constituent
element or location of inserted DNA, including regulatory and other elements that affect
transgene functioning), structure (sequence) and functional conformity of inserted DNA
fragment, the presence of known potentially harmful sequences in it;

4.3. The presence of any unknown sequences in the inserted DNA, and available information
about the extent of insertion restriction by DNA which is required for implementation of the
expected function;

4.4. Characteristics of site modification of the recipient genome (plasmon), localization of
insertion (incorporated into chromosome, chloroplasts, mitochondria or it is in the unintegrated
state);

4.5. Stable state of DNA inserted into genome (plasmon) of the recipient organism;

4.6. Number of transgene copies;

4.7. Description of the method for detection and identification of internal DNA fragment,
sensitivity, reliability and specificity of this technique.

5. Information relating to biological characteristics of genetically engineered organisms:

5.1. Description of genetic traits or phenotypic characteristics, especially of the new
features and characteristics that became apparent or stopped to be apparent in genetically
engineered organisms in comparison with the recipient organism;

5.2. Genetic stability of genetically engineered organisms;

5.3. The degree and level of transgene(s) expression. The method for assessment of
transgene expression, its sensitivity;

5.4. The activity and propetties of the protein(s) encoded by the transgene(s);

5.5. Parts of plants, in which transgenes are expressed (roots, leaves, pollen, etc.);

5.6. History of previous modifications of genetically engineered organisms.

5.7. Characteristic of genetically engineered organisms in relation to safety for human health:
toxic or allergenic effects of genetically engineered organisms and/or products derived from
genetically engineered organisms;



5.8. Methods suggested for the detection and identification of genetically engineered
organisms; their precision, sensitivity and reliability;

6. Information on the potential receiving environm ent:

6.1. Location of the plot where the release will be conducted (region, district, locality,
Landlord or Land Renter with their full names);

6.2. The proximity to the National Natural Reserves, Wildlife Sanctuary and other
conservation facilities and territories;

6.3. Description of the plot: size and cultivation; climatic, geological and soil scientific
characteristics; flora and fauna;
6.4. Comparison of the natural habitats of the recipient organisms with the expected

location of the release of genetically engineered organisms;

6.5. Methods of intervention in the plot nature (the methods of cultivation, irrigation, etc.).

7. Information about the interaction of genetically engineered organisms with the
environment:

7.1. Biological characteristics of genetically engineered organisms (as compared with intact
recipient organisms) that may affect survival, reproduction and dissemination in the potential
receiving environment;

7.2. Known and predicted conditions of the potential receiving environment, which may
have an impact on survival, reproduction and dissemination of genetically engineered organisms;

7.3. The competitive advantage of genetically engineered organisms (as compared with
intact recipient organisms);

7.4. The probability of undesirable characteristic manifestation of genetically engineered
organisms in the potential receiving environm ent;

7.5. The probability of a sharp increase in population size of genetically engineered
organisms in the potential receiving environment;

7.6. The ability of genetic information transfer: the presence of wildlife or cultural related
species capable for hybridization with genetically engineered organisms in the potential
receiving environment; the probability of transgene transfer from genetically engineered
organisms into those organisms;

7.7. Identification and description of target-organisms for transgenic products;

7.8. The assumed mechanism and the result of the interaction between genetically
engineered organisms and the target-organisms;

7.9. Identification and descrigtion of the organisms that are not targeted by the transgene
products, which can be influenced by genetically engineered organisms;

7.10. Other potentially possible interactions of genetically engineered organisms with the
environment;

7.11. Information regarding the intended use of genetically engineered organisms, including
new or changed use compared to the recipient organism.

8. Information on the implementation of the release of genetically engineered organisms into
the environment, monitoring, control, territory clean up and emergency operations during the
release and testing:

8.1. Information on release of genetically engineered organisms:

Description of the supposed release of genetically engineered organisms and its purpose;

Supposed start and end dates of release and the schedule of experiments related to the
release, including the number and duration of the experiments;

Supposed quantity of the released genetically engineered organisms; quantity of the
genetically engineered organisms per plot square unit;

The distance from the landing plot to planting of wild and cultivated plants of related
species capable for hybridization with genetically engineered organisms;

Information on the availability and the results of previous releases of genetically
engineered organisms into the environment;



8.2.Monitoring techniques;

Monitoring methods of genetically engineered organisms, as well as monitoring of their
possible interactions with potentially vulnerable elements of the environment;

The specificity, that is, possibility to identify the genetically engineered organisms that are
distinguished from organism of the recipient, as well as sensitivity and reliability of monitoring
methods for genetically engineered organisms;

Identification methods of transgene transfer into other organisms;

Duration and frequency of monitoring;

8.3.Monitoring of genetically engineered organisms release;

Measures that will be used to prevent the dissemination of pollen, seeds and genetically
engineered organisms;

Methods and procedures aimed at protecting the release area from trespassing of the
unauthorized persons;

Methods and procedures designed to protect the area from unwanted visits of other
organisms;

8.4. The plot cleaning up:

The procedure for plot processing at the end of the release;

Methods for removal of genetically engineered organisms at the end of the experiments;

8.5. The plan of action in emergency situations involving unexpected dissemination of
genetically engineered organisms:

Methods and procedures for monitoring genetically engineered organisms in the case of
accidental releases;

Methods for disposal or recovery of plants, animals, etc. that were exposed to genetically
engineered organisms during or after their accidental releases;

Strategy for protecting human health and the environment in case of revealing undesirable
impacts of genetically engineered organisms on them.

(Applicant signature) (Initials, Family name)

Place of stanp



Points to consider under Risk Assessment (Annex lll of the Cartagena Protocol)

9. Depending on the case, risk assessment takes into account the relevant technical and
scientific details regarding the characteristics of the following subjects:

(a) Recipient organism or parental organisms. The biological characteristics of the
recipient organism or parental organisms, including information on taxonomic status,
common name, origin, centres of origin and centres of genetic diversity, if known, and
a description of the habitat where the organisms may persist or proliferate;

(b) Donor organism or organisms. Taxonomic status and common name, source, and the
relevant biological characteristics of the donor organisms;

(c) Vector. Characteristics of the vector, including its identity, if any, and its source or
origin, and its host range;

(d) Insert or inserts and/or characteristics of modification. Genetic characteristics of the
inserted nucleic acid and the function it specifies, and/or characteristics of the
modification introduced;

(e) Living modified organism. ldentity of the living modified organism, and the differences
between the biological characteristics of the living modified organism and those of the
recipient organism or parental organisms;

(f) Detection and identification of the living modified organism. Suggested detection and
identification methods and their specificity, sensitivity and reliability;

(g) Information relating to the intended use. Information relating to the intended use of the
living modified organism, including new or changed use compared to the recipient
organism or parental organisms; and

(h) Receiving environment. Information on the location, geographical, climatic and
ecological characteristics, including relevant information on biological diversity and
centres of origin of the likely potential receiving environment.
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LMO Risk Assessment General Principles /
Annex lll of the Cartagena Protocol

> Risk assessment should be carried out In a
scientifically sound and transparent manner.

» Lack of scientific knowledge or scientific consensus
should not necessarily be interpreted as indicating a
particular level of risk, an absence of risk, or an
acceptable risk.

» Risks should be considered in the context of risks
posed by the non-modified recipients or parental
organisms.

» Risks should be assessed on a case-by-base basis.



*On August 25, 2006 the Ministry of Health of the Republic of Belarus approved

instruction Ne076-0806 on assessing the risks of GMO potential adverse effects
on human health.

MHWHHCTEPCTBO 3[IPABOOXPAHEHUSA PECIIVEIMKH BENAPYCH

Yreepxaaio
Samecturens Munuctpa
I'naeHkIi rocy1apeTBeHHbIH
CAHUTAPHEIIL Bpay
PecnyOnuku Benapych

M.H. Punsca
25 asrycra 2006 1.
Perncrpaunonneii Ne076-0806

MOPANOK TMTPOBEJAEHIIA OLEHKHM PUCKA BO3MOXHBIX
BPE/IHbIX BO3JIEMCTBUI TEHHO-MHXEHEPHBIX OPTAHM3MOB
HA 3JJOPOBBE UEJIOBEKA

HHL"I'P}’KL[I‘!H no NpHMEHCHHID

Yupemnennn-paspaboruuxu: ['Y «Pecnybnukanckuii HayqHO-NPAKTHHECKHIA LIEHTP THIHEHBDY,
I'HY  «Hucruryr redernkn u  umronoruuy» Haumonansnoii Axanemun Hayk  benapycu;
I'V «Pecnybnukanckuii LEHTP F’HIHEHEL, AMMAEMHONIOIHH i OOILECTBEHHOTO 3I0POBLA»

Apropet: Uurankos B.I'., Keaposa WM., boumapuyx AM., Epmummn AL, TMoamucexnx B.E.
[ynun B.B., Cxyparosny AL, dujapos d.M.



The guidance for LMOs risks assessment on the conservation
and sustainable use of biological diversity taking into account
risks to human health for the experts engaged in testing of

LMOs is under way of developing at the Institute of Genetics
and Cytology NAS Belarus



National Coordination Biosafety Centre

http://biosafety.org.by

The main objectives of the National
Coordination Biosafety Center of the
Republic of Belarus are the timely
awareness of Public Institutions, Public
Organizations and citizens of the
measures taken by the State to ensure
the safety of genetic engineering for the
environment and human health.

A field for testing GM plants meeting the
requirements of biosafety was established
at the Institute of Genetics and Cytology in
2013. In connection with the supposed
restricted LMOs release for field
experiments under controlled conditions
NCBC works actively in the field of Public
education on the issues of genetic
engineering activity, risk assessment,
public participation in it and the awareness
of the Public of the main Websites for the
actual information (BCH and NCBC).
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The Workshop
"Requirements for the the documentation necessary for the release
of non-pathogenic genetically modified organisms into the environment"
Minsk, March 5, 2013
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Zlo6po noxKanosaTb Ha LleHTpanbHbIM nopTan MIb
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