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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 Cartagena Protocol on Biosafety to the
Convention on Biological Diversity is an international
treaty governing the movements of living modified
organisms resulting from modern biotechnology from
one country to another. It was adopted on January, 29
2000 as a supplementary agreement to the Convention
on Biological Diversity and entered into force on
September 11, 2003.



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.



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.



►THE LAW OF THE REPUBLIC OF BELARUS "ON SAFETY IN GENETIC 
ENGINEERING ACTIVITIES" №96, January 9, 2006

ЗАКОН РЕСПУБЛИКИ БЕЛАРУСЬ О БЕЗОПАСНОСТИ ГЕННО-
ИНЖЕНЕРНОЙ ДЕЯТЕЛЬНОСТИ № 96 от 9 января 2006 г.

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.

Article 20. State expertise of safety of genetically engineered organisms



http://biosafety.org.by/legislation

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)



National Coordination Biosafety Centre
http://biosafety.org.by/legislation



or on the Website of the Biosafety Clearing-House
http://bch.cbd.int/about/countryprofile.shtml?country=by



►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“



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



National Biosafety Risk Assessment System of the Republic of Belarus



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.





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 P rocedure of State Sa fety 

Examina tion of Genetically
Eng ineered Organism s and

on Approx im ate Te rm s of Con tracts
C oncluded for Its  C arrying Out

LIST  
of in fo rmation  about risk  assessmen t of possible 
ad verse effects o f gen etically en gineered 
organisms belonging to higher plants 
(Gymn osp erms and Angiosperms) o n human 
health and the  environ men t, as  we ll as o n 
measures to prevent such a risk. 
  
      1 .   In fo rm ation on  b iolog ical characte ris tics of the rec ip ient organ ism : 
      1 .1 .  Fu ll nam e: 

    Fam ily; 
   Genus; 
    Species ; 
    Sub -s pices; 
   Variety /b reed ing line; 
   Com mon  (routine ) name; 

      1 .2 .   In form ation concerning the characte ristics  of propaga tion: 
    Type(s) of reproduction ; 
     S pec ific  fac tors affecting  reproduction ; 
     T he tim e of procreation; 
     S exual com pa tibility  w ith  other cu ltiva ted or w ild  species;  

      1 .3 . Su rv ival in the environmen t; 
The  ability  to form structures fo r su rv ival o r go into a resting  s ta te; specific  factors 

affec ting the su rviva l rate; 
      1 .4 . Dissem ination ; 

      Dissem ination ways and degree; 
      Spec ific fac to rs  a ffecting d issemina tion ; 

      1 .5 . G eog raph ical dissem ination; 
      1 .6 . Description  o f natura l habita t, includ ing in fo rmation  on  na tura l predators, 
pa rasites , c ompetito rs  and  sym bion ts ; 
      1 .7 . Po tentially sign ifican t interactions w ith  organism s othe r than plants, in 
ecosystem s typica l of no rm a l growth, includ ing info rm ation on toxic ity  to humans, 
an imals o r other o rganisms. 
      2 . Info rma tion about biolog ical fea tures of donor organism s; 
      2 .1 . Full name : 

    Fam ily; 
    Genus ; 
    Species ; 
    Sub -s pecies ; 
    Variety/breed/s train; 
    Comm on (routine) nam e; 

      2 .2 . Origin of donor organism s; 



      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 properties 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 . M e thod s sugg ested fo r th e de tection  and  identif ica tion o f gene tically en gineered  
organism s; th eir prec is ion , sen sitivity and  re liability; 
      6 . In formation  on  the  po ten tia l rece iv ing en vironm en t:  
      6 .1 . Lo ca tio n o f the  plo t w he re  the  relea se w ill b e con du cted  ( regio n, distr ic t, locality, 
Land lo rd o r Lan d R en ter  w ith th eir fu ll n am es);  
      6 .2 . Th e p ro xim ity to the  N ation al N a tu ra l R eserv es , W ildlife S an ctua ry and o the r 
co nserva tio n facilities  and  territories ; 
      6 .3 .   D escriptio n of  th e plo t: size an d cu ltiva tio n; clim a tic , geolog ical and so il scien tif ic 
ch aracter istics ; flora and faun a;  
      6 .4 .   Com pariso n of the  n atu ra l h abitats  o f the  rec ipien t organism s w ith th e ex pected 
location  of the  relea se  o f gen e tica lly engin ee red o rganism s;  
      6 .5 .   M etho ds of  inte rv en tio n in th e plot n ature (the  m e thod s of  cultiv ation , irr iga tion, e tc.).  

      7 .  Inform a tion ab ou t the  interaction of  gene tically en gineered  o rgan ism s w ith  the  
en vironm en t: 
      7 .1 . B io logical cha rac te ris tic s of g en etica ll y eng in ee red organ ism s (as  com pared w ith  in tact 
recip ient o rganism s) tha t m ay a ffect surviva l,  reprod uc tio n and d issem in atio n in  th e p oten tial 
rece ivin g environ m ent; 
      7 .2 .   K n ow n  and  p redic ted co nd ition s of th e potential receiv in g en vironm ent,  w h ich m ay 
have  an im p ac t on  su rv iva l,  reprod uc tion and  d is sem ina tion of  gene tically eng in ee red  organism s;  
      7 .3 .   Th e com pe titiv e adv an tag e o f genetica lly en gin eered o rg an isms  (as  com pared  w ith  
intac t recip ient o rg an ism s); 
      7 .4 .   The  probab ility of  undes irab le character istic ma nifesta tio n o f g en etica lly en gineered  
organism s in the  p oten tia l rece iv ing en viro nm en t;  
      7 .5 . Th e pro bability  of a sha rp  in c rease in  po pula tio n s ize o f  gen etica ll y en gineered 
organism s in the  p oten tia l rece iv ing en viro nm en t;  
      7 .6 .  T he  ab ility o f g en etic in fo rm ation  trans fe r: the p re sence of w ildlife  or cultural related 
species  capable for hy brid iza tio n w ith gene tically engineered  organism s  in  th e po ten tial 
rece ivin g en viron m en t; th e p ro bability o f transgen e tran sfe r fro m  gen etica ll y en gineered 
organism s into th ose o rg an ism s;  
      7 .7 . Ide ntif ica tio n and  descr ip tion of  targe t-o rgan ism s for transgenic produc ts ;  
      7 .8 . Th e a ssu med  m ech an ism  and  the re su lt o f th e in te raction  be tw een  gen e tica lly 
en gin eered o rgan ism s and  the  targe t-organ ism s; 
      7 .9 . Ide ntif ica tio n and  descr iption o f th e o rganism s th at are  no t ta rgeted  b y th e transg en e
produc ts, w hich can  be  in fluenced  b y g en etically en gineered  o rgan ism s; 
      7 .1 0. O th er poten tia lly po ssible in te rac tion s  of gen etically en gineered  o rgan ism s w ith th e 
en vironm en t;  
      7 .1 1. In fo rm a tio n rega rd ing  the in tended u se  o f  gene tically eng in eered  organism s, inc ludin g 
new  o r ch an ged u se  com p ared  to the recipien t org an ism .  
      8 . In fo rm ation  o n the  im plem enta tion  of  th e re lea se  o f g en etica lly  eng ineered  o rgan ism s  into 
the  en viro nm ent, m onitor ing,  con tro l,  te rr ito ry clean  up and  em ergen cy op eration s dur in g the  
relea se  and  te s ting: 
     8 .1.  In formation  o n release o f  gene tically eng in eered  organisms : 

D escr iption  of  the  supp o sed release o f gene tically eng in eered  orga nisms an d its  pu rp ose;  
Su pp osed star t an d end  da tes  of  relea se  and  th e schedule  of  exp er im en ts  related  to th e 

relea se , in clud in g th e n u mber and  d uration  of  the  exp er im en ts ; 
Su pp osed q uantity of  th e relea se d gene tically en gineere d organism s; quan tity of th e 

gene tically eng ineered  organisms  pe r plot squ are un it;  
The  d istan ce  fro m  th e land in g plot to  p lanting  of  w ild an d cu ltiva ted plan ts of  related 

species  cap able  fo r  hybr idization  w ith  gene tically eng in eered  organisms;  
In fo rm atio n on th e ava ilability and  the  results o f  prev ious  relea se s of  gene tica lly 

en gin eered o rgan ism s into  the  enviro nm en t; 



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 stamp 



Points to consider under Risk Assessment (Annex III 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. Identity 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.



 T h e  M i n i s t r y  o f  N a tu r e  r e g is t e r  t h e  a p p l ic a t i o n  a n d  e n t e r  
i n t o  a  c o n t r a c t  w i th  th e  A p p l i c a n t  t o  c o n d u c t  th e  
E x a m in a t io n  w i th in  3 0  d a y s  f r o m  th e  d a te  o f  i t s  f i l i n g  

W it h i n  5  d a y s  a f te r  s ig n i n g  t h e  
C o n t r a c t  t h e  M i n i s t r y  o f  N a t u r e  s u b m i t  

A  c o p y  o f  th e  a p p l ic a t i o n  w i th  
e n c l o s e d  c o p ie s  o f  t h e  D o c u m e n ts  
(A n n e x  2  o r  3 )  t o  t h e  E x p e r t  C o u n c i l  
f o r  g e n e t ic a l l y  e n g in e e re d  o r g a n i s m s  
a t  t h e  M i n is tr y  o f  N a t u r e  f o r  c a r r y i n g  
o u t E x a m i n a t i o n  

I n f o r m a t i o n  o n  r i s k  a s s e s s m e n t  t o  th e  
N C B C  o f  t h e  In s t i tu te  o f  G e n e t i c s  a n d  
C y t o lo g y  f o r  s u b m i t t i n g  t h e  s t a te d  
i n f o r m a t i o n  fo r  c o n s i d e ra t i o n  t o  e v e r y b o d y  
c o n c e r n e d  
 

W it h i n  5  d a y s  a f t e r  r e c e i v in g  
i n fo rm a t io n  o n  r i s k  a s s e s s m e n t ,  
t h e  N a t io n a l C o - o r d i n a t io n  
B io s a f e t y  C e n tr e  l o c a t e  it  a t  i t s  
i n fo rm a t io n  s it e  
 

I n t e r e s te d  L e g a l  E n t i t ie s  o r  
I n d iv id u a l E n t r e p r e n e u r s  m a y  
l o o k  t h r o u g h  t h e  s t a t e d  
i n f o r m a t i o n  w it h in  6 0  d a y s  a f t e r  
l o c a t io n  o f  i n f o rm a t i o n  a n d  s e n d  
t h e ir  r e m a rk s  a n d  p ro p o s a l s  to  
t h e  N C B C  w h ic h  s u m m a r iz e s  
o b t a i n e d  r e m a rk s  a n d  p r o p o s a ls  
a f t e r  t h e  e x p i r y  o f  th e  s t a t e d  
d a t e  a n d  w i t h i n  1 0  d a y s  s u b m i t s  
t h e m  f o r  c o n s id e r a t i o n  t o  t h e  
E x p e r t  C o u n c il  

T h e  E x p e r t  C o u n c i l  r e c o m m e n d  
e x p e r t s  f o r  c a r r y i n g  o u t  E x a m i n a t i o n  
t o  th e  M in i s t r y  o f  N a t u r e  w i t h i n  1 0  
d a y s  

T h e  M i n is t r y  o f  N a tu r e  c h o o s e  
e x p e r t s ,  w h o  w i l l  c a r r y  o u t  
E x a m i n a t i o n ,  a n d  c o n c l u d e  a  c o n tr a c t  
w i t h  t h e m  f o r  c a r r y i n g  o u t 
E x a m i n a t i o n  w i t h i n  3 0  d a y s   

T h e  E x a m i n a t io n  s h a l l  b e  c a r r i e d  o u t  
w i t h i n  1 2 0  d a y s  

I n  c a s e s  w h e n  i t  i s  i m p o s s ib l e  to  
a s s e s s  r i s k  a d m i s s i b i l it y  o f  p o s s i b l e  
a d v e rs e  e f f e c ts  o f  L M O  o n  t h e  
r e c o m m e n d a t i o n  o f  E x p e r t s  w i th i n  5  
d a y s  t h e  M i n i s t r y  o f  N a t u r e  s h a l l  
s e n d  w r i t te n  n o t if i c a t i o n  to  t h e  
A p p l i c a n t  o n  t h e  n e c e s s it y  t o  
p r o v id e  a d d it i o n a l  i n fo rm a t io n  w i th i n  
3 0  d a y s  

T h e  M i n i s t r y  o f  N a t u r e  s u b m i t  th e  
F in a l  r e p o r t  p r e p a r e d  b y  E x p e r t s  t o  
t h e  E x p e r t  C o u n c i l  
 

W i t h i n  3 0  d a y s  a f t e r  r e c e i v i n g  t h e  
F i n a l R e p o r t ,  th e  E x p e r t  C o u n c i l  c o n s i d e r  
it ,  t a k e  r e c o m m e n d a t io n s  o f  a d m i s s ib il i t y  
o f  r e l e a s i n g  g e n e t ic a l l y  e n g i n e e r e d  
o r g a n i s m s  i n t o  t h e  e n v i ro n m e n t  f o r  
te s t i n g  o r  u s i n g  f o r  e c o n o m i c  p u r p o s e s  
a n d  s e n d  i t  a n d  th e  F i n a l  R e p o r t  t o  
R e p u b li c a n  g o v e r n m e n ta l  a u t h o r i t y  in  t h e  
f i e ld  o f  g e n e t i c  e n g in e e r in g  a c t i v i t y  a s  
w e l l  a s  t o  t h e  A p p l i c a n t  



LMO Risk Assessment General Principles /  
Annex III 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 №076-0806 on assessing the risks of GMO potential adverse effects 
on human health.



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



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).

National Coordination Biosafety Centre
http://biosafety.org.by



The Workshop 
"Requirements for the the documentation necessary for the release 

of non-pathogenic genetically modified organisms into the environment"
Minsk, March 5, 2013

Information resources of the NCBC
and the Secretariat of the UN
Convention on Biological Diversity
in the field of Biosafety

The Legislation of the Republic of
Belarus in the field of ensuring
safety during testing GM objects
under their release into the
environment

Information on the risk assessment of
non-pathogenic LMOs before their first
release into the environment



Информационные ресурсы по вопросам биобезопасности 
Секретариата Конвенции о биологическом разнообразии



http://bch.cbd.int/







Thank you for attention


