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AFRICAN MODEL LAW ON SAFETY IN BIOT ECHNOLOGY 

 PREAMBLE 

Whereas, modern biotechnology has pr omise for the improvement of  human w ell-
being, its potential adverse ef fects on the environment,  biological diversity and 
human health are causing a grow ing public concern; 

Whereas, it is the r esponsibility of  the Government to ensure the safety of  the 
people and the envir onment w ith respect to the risks arising f rom genetically 
modif ied organisms (GMOs) and pr oducts of  genetically modified or ganisms 
result ing f rom moder n biotechnology; 

Whereas, with the potent ia l risks posed by genet ic modif ication it is consistent w ith 
the precaut ionary principle to regulate any undertaking for the making, import, 
contained use, r elease or placing on the market of genetically modif ied or ganisms 
and products of genet ically modif ied or ganisms; 

Whereas, it is important to enhance the capacity, which is necessary to cope w ith 
the nature and scale of  known and potential risks, associated w ith genetically 
modif ied organisms and pr oduc ts of  genet ically modified organisms;  

Whereas African countries need to deal w ith imports of  genetically modif ied food 
thr ough aid or trade;  

Noting that the appr oach to genetically modif ied organisms w ill impact on African 
countries’ tr ade w ith other countr ies 

Recognising that many African countr ies are part ies to the Convention on 
Biological Diversity and to its Car tagena Protocol on Biosafety  

Noting that African countries have, through the Cair o Declarat ion of the 
Extr aordinary  Conferenc e of the African Ministerial Council on Science and 
Technology (AMCOST) re-aff ir med that science and technology are key to socio-
economic development, economic competitiveness and the attainment of the 
Millennium Development Goals ( MDGs) thereby committing themselv es to w ork 
together to develop a 20 year African Biotechnology Str ategy and to develop and 
harmonize nat ional and regional r egulations that pr omote the safe use of  modern 
biotechnology  

Noting fur ther that, the Exec utive Council of the African Union has resolved to take 
a common approach to addr ess issues pertaining to modern bio tec hnology and 
biosafety, through its decision EX. CL/Dec. 26(III) 

Now, therefore, it is  hereby  legislated as follows 
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Object ive of  The Model Law 

(a) To contribute to ensuring an adequate level of protection in the making, safe 
transfer, handling and use of  genet ically modified organisms and products of 
genetically modif ied organisms r esulting f rom modern biotechnology.  

(b) To enable countries that are members of the Cartagena Pr otocol on 
Biosafety to implement the pr ovisions of the Protocol at the national level. 

  

ARTICLE 1 

DEFINITIONS 

For the purposes of this law : 

"Advance inform ed agreement" means cons ent obtained based upon the 
full disclosure and taking responsibility of the accuracy of  all relevant 
informat ion before any import, export or transit is undertaken on any 
genetically modified or ganism or a product of a genetically modified 
organism 

"Applicant"  means a person or country submitt ing an applicat ion for 
approval to make, import, make contained use of, release or place on the 
market any genetica lly modif ied organism or any pr oduct of genetically 
modified or ganism. 

“Biosafety Clearing House ” means the information exc hange mechanism 
established under Art icle  20 of  the Cartagena Protocol on Biosafety. 

 “Com petent Authority ” means the ent ity responsible for the 
implementat ion of this Law . 

"Cont ained use" means any operat ion undertaken w ithin a facility, 
installation or other physical str ucture involving any genet ically modified 
organism or any product of  a genetically modified organism that ef fectively 
prevent its contact  w ith the external envir onment. 

"Release" means any intent ional introduction into the envir onment of  a 
genetically modified or ganism or a product of a genetically modified 
organism. This includes release for: commercial purposes, aid food, 
remediation, r esearch pur poses in field exper iments, use in a green houses 
or in an aqua-cultur e facility, as animal acc ommodation, disposal of waste, 
import , export  or tr ansport. 

"Export" means the intent ional transboundary movement from one country 
to another.   
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"Exporter" means any legal or natur al pers on w ho arranges for a 
genetically modified or ganism or a product of a genetically modified 
organism to be exported. 

"Genet ically modified organism  ( GMO) " means any living organism that 
possesses any novel combination or expression as a tra it  of genet ic mater ial 
obtained through the use of  modern biotechnology. 

“Im port " means intentional transboundary movement into one country f rom 
another country 

"Importer" means any legal or natural person w ho arranges for a 
genetically modified or ganism or a product of a genetically modified 
organism to be imported. 

“Living organism” means any biological ent ity capable of tr ansferring or 
replicating genet ic material, including sterile organis ms, viruses and viroids. 

"Modern biotechnology" means the applicat ion of:  

(i) in vitro  nucleic acid techniques , including recombinant 
deoxyribonucleic acid ( DNA) and direct injection of nuc leic acid 
into  ce lls or organelles, or 

(ii)  in vitro or in vivo modificat ion of  deoxyribonucleic acid ( DNA) 
or ribonucleic acid (RNA) so as to c hange any tr ait of living 
modified or ganism, or 

(iii) fusion of cells beyond the taxonomic family,                       

 that ov ercome natural physiological reproductive or recombination 
 barr iers and that are not  techniques used in tradit ional br eeding and 
 select ion. 

“Nat ional Focal Point” means the entity designated to be r esponsib le on 
behalf  of a c ountry for liaison w ith the Secretariat of the Car tagena Protocol 
on Biosafety. 

"Not if ication" means prov iding infor mation to and where appr opr iate, the 
lodging of samples w ith, the Competent Authority,  at the same t ime as 
taking responsibility for the accuracy and completeness of  the infor mation. 

"Person" means  a juridical or natural person.   

"Placing on t he m arket" means making a genetically modif ied organism or 
a product of a genetically modified organism available to third par ties , 
whether there has been monetary  exchange or not.   
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"Pr oduct of a genetically m odified organism" means any mater ial 
der ived by processing, or howsoever otherw ise, from any genetically 
modified or ganism or from a pr oduct of a genet ically modified or ganism. 

"Risk Assessm ent" means the evaluation of the direct and indir ect  risk to 
the envir onment, bio log ical div ersity and human health, including to the 
socio-economic condit ions and ethical values of the country which may be 
pos ed by the making, import, conta ined use, r elease or plac ing on the 
market of  the genet ic ally modified organism or of  a pr oduct of a genetically 
modified organism. This may include the evaluation of sec ondary and long-
term effects. 

"Socio-econom ic im pact" means the direct or indirect effect of a 
genetically modified organism, or a pr oduct of  a genetically modif ied 
organism on the economy or on social or cu ltural conditions or on the 
liv elihood or indigenous know ledge systems or technologies of a c ommunity 
or communit ies, including on the economy of the country. 

"Use"  excludes the ac quisition by purchase or any other legal means by a 
member of the general public and utilisation or dealing thereaf ter unless 
specific condit ions are at tac hed to the utilisation. 

   

ARTICLE 2 

SCOPE 

This legislation shall apply to the making, import, export, transit, contained use, 
release or placing on the market of any genetically modified organism or any 
product of  genetic ally modified organism. 

  

ARTICLE 3 

INSTITUTIONAL ARRANGEMENTS 

1. National  Focal Point  

The government shall designate or  establish a National Focal Point to be 
responsible on its own behalf  for liaison w ith the Secretariat  of  the Cartagena 
Protocol on Biosafety and its Clear ing-House and facilitate the exchange of 
infor mation among the relevant  bodies and authorit ies. 
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2. Competent Authority 

The Government shall designate or establish a Competent Author ity to regulate the 
implementation of  this law . The powers and dut ies of the Competent Authority shall 
inc lude the fo llow ing:   

a. to prescribe criteria, standards, guidelines and regulations as may be 
nec essary for the fulfilment of the objectives of this law ;  

b. to take into account the policy recommendations of the National 
Biosafety Committee in taking decisions on the making,  import, 
transit, contained use, re lease or placing on the market of  a 
genetically modif ied organism or a product of a genetic ally modified 
organism; 

c. to develop the terms of r eference and ru les of  procedur e of  the 
National Biosafety Committee ; 

d. to cause the establishment of  Inst itut ional Biosafety Committees at 
relevant inst itutions or nominate independent panels  or any other 
body of  exper ts, as appropriate, as tec hnical and scientific advisors 
on issues of  biosafety ;  

e. to maintain and make available to the public, a data base on 
genetically modif ied organisms and products of  genetic ally modified 
organisms.  

f. to promote public aw areness and educat ion concer ning the act ivit ies 
regulated under this Law , including through the publication of 
guidance and other mater ials that elabor ate on the r isk assessment, 
risk management and authorizat ion pr ocesses.  

g. to establish administrative mechanisms to ensure the appropriate 
handling, dissemination, and storage of  documents and data in 
connect ion w ith the processing of applications and not ifications and 
other  matters covered by this Law ;  

h. to receive applications for  making, import, tr ansit, conta ined use, 
release or placing on the mar ket of a genetically modif ied organism 
or a product of a genetically  modified or ganism; 

i.  to grant approvals for making, import, transit, c ontained use, release 
or placing on the market of  a genetically modif ied or ganism or a 
product of a genetically modified organism predicated on advance 
informed agr eement; 

j.  Any other  functions as may be specified by the gover nment.  

3.  National Biosafety Committee  

A National Biosafety Committee compr ising representatives of  gover nmenta l and 
non-gover nmental organizations, and the private sector that ar e relevant to the 
issues of biotechnology and biosafety shall be established by the government to 
prov ide, as appr opr iate, policy r ecommendations to the Competent Authority.  

 



AU/EXP/ST/17( III) 
Annex 
Page 7 

 

  

4. Insti tutional Biosafet y Committee 

Institutions that ar e invo lved in the making, import, export, handling, contained use, 
release or placing on the market of  genetically modif ied or ganisms or products of 
genet ically modified organisms shall establish Institutional Bios afety Commit tees to 
ins titu te and contro l safety mechanisms and approv al pr ocedures at the ins titution 
lev el. 

ARTICLE 4 

APPLICATION 

  

1.  No person shall make, impor t, make conta ined use of, release, p lace on the 
market or cause the movement in tr ansit  of  a genetically modif ied organism 
or a product  of  a genetically modif ied or ganism w ithout  the approval of  the 
Competent Author ity.  

2.  Any person w ho intends to make, import, release, make contained use of  or 
place on the mar ket a genetically modif ied organism or a product of  a 
genetically modif ied organism shall submit an application in w riting to the 
competent authority.  

3.  The applicat ion shall include:  
a. the infor mation specif ied in Annex I and such other infor mation as 

may be pr escribed by the Competent Authority ;  
b. risk assessment report w ith r espect to the genetically modif ied 

organis m or product of a genetically modified organism upon the 
environment, biological d iversity or human health, including the 
consequences of unintentional release;  

c. infor mation f rom previous or current release of  the genetically 
modif ied or ganism or product of  a genet ically modified organis m by 
any other country;  

d. If  the request  for approval is for the purposes of research and 
development  

i. the recommendations of  the Institutional Biosafety Committee;   

ii. a clear and sequential description of  the steps to be taken in the 
implementation of the project,  and  

iii. the monitoring and evaluat ion that w ill be made at the end of 
each step, and the method of  d isposing of any w aste.  

e. the place where and the purpose for which the genet ically modified 
organis m or  the product  of  a genetically modified organis m is planned 
to be developed, used, kept , re leased or marketed, including detailed 
ins tructions for use and a proposed labelling and packaging scheme 
in acc ordance w ith Annex II, part C of  this law ; and  

f. a declaration conf ir ming that the infor mation pr ovided is corr ect.  
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4. Any person w ho w ishes to import a genet ically modif ied organism or a 
product of a genetic ally modified organism for direct use as food or f eed, or 
for processing, shall submit an applicat ion in w riting w ith a reference to the 
informat ion on the item found in the Clearing-House of the Cartagena 
Protocol on Biosafety, to the Competent Authority. 

 

ARTICLE 5 

PUBLIC AWARENESS AND PARTICIPATION  

  

1.  The Competent Authority s hall, upon receipt of  the infor mation refereed to 
under Art ic le 4.3 and Article 4.4, make availab le the said information to the 
public and relevant gov ernment authorities.  

2.  The public may make comments w ithin s uch a period and in such a manner 
as may be specif ied by the Competent Authority.  

3.  In cases where the Competent Authority arranges for a public consultation 
w ith regard to any proposed import , contained use, releas e or placing on the 
market of a genetically modified organis m or a product of  a genetically 
modified organism, this fact shall be announced nationally not less than 30 
days before the decision is made shall be g iven for consultat ion w ithout 
prejudice to Article 12(1).  

4.  The Competent Author ity shall, in making or review ing its decision, take into 
account the views and concerns of  the public expressed in accordance w ith 
par agraphs (2) and (3) of this  Article.   

5.  The Competent Author ity shall make availab le to the public: 

i.  Informat ion on any  genetically modif ied organism or  a product of  a 
genet ically modif ied organism, which has been granted or denied 
approval for making, import, contained us e, release or placing on the 
mar ket; and  

ii.  Any r is k assess ment report w ith respect  to the genetically modif ied 
organis m or  the product of  a genet ically modified organism. 

6.  The Competent Authority shall pr omote aw areness and educat ion of  the 
public and thos e conduct ing activities on genetically modif ied or ganisms or 
products of genetically modified organisms subject to the law  concerning 
biosafety matters through the publication and dissemination of  this law , as 
well as guidance documents and other materials aimed at improving the 
understanding of  biosafety and related authoriz ation and notification 
requirements. 
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ARTICLE 6 

DECISION MAKING PROCEDURE 

  

1. The Competent Authority shall ev aluate the informat ion pr esented by the 
applicant or given in the Clear ing-House of  the Cartagena Pr otocol on 
Biosafety, as the case may be,  and may dec ide that the applicant :  
i) needs to fur nish mor e infor mation to enable it to make a decision 
ii)   may proceed w ith the request;  

  iii) may pr oceed w ith the request w ith such conditions as it may specify; 
or  

  iv) may not proceed w ith the r equest. 

2. The Competent Author ity shall notify the applicant of its decision. 
3. The Competent Authority shall notify the public and the Biosafety Clear ing-

House of  the Cartagena Protocol on Biosafety of  its decision.  
4. Any approval shall specify that  the activity appr oved shall be carried out step 

by step and that assessment of  risk shall be conducted at each step of 
dev elopment, pr ovided that the Competent Authority, may in appr opriate 
cases, not r equire this procedur e if it is satisf ied that there w ould be no 
risk/signif icant  ris k to the environment,  biological div ersity or human health.  

5. Any approval for the making, impor t, conta ined use, releas e or placing on 
the mar ket of  a genetically modif ied or ganism or a pr oduct of a genetically 
modified organism shall require the applicant to carry out monitoring and 
evaluation of risks on a continuing bas is.  

6. No approval shall be given by the Competent Authority unless there is firm 
and suff icient evidence that the genet ically modif ied or ganism or the pr oduct 
of  a genet ically modif ied organism poses no risks/signif icant r isks to the 
env ir onment, biological diversity or human health.  

7. In any ev ent, where there is reason to suspect threats of  serious damage, 
lack of scientif ic evidence shall not be used as a basis for not taking 
prevent ive measures.  

8. No approval shall be given unless it is considered and duly determined by 
the Competent Authority that the making, import, c ontained use, re lease or 
placing on the market of  the genetically modified or ganism or the product of 
a genet ically modif ied or ganism w ill: 

a. benef it the country w ithout causing any significant r isk to the 
environment,  b iological diversity or human health;   

b. contribute to sustainable development;   
c. not hav e adverse socio- economic impacts ; and  
d. accor d w ith the ethical values and concerns of  communit ies and does 

not undermine local community or indigenous  know ledge and 
technologies.  

Comment [M1 ]:  Repeated idea 
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9. The Competent Authority shall, as a condit ion for approval, require the applicant 
to furnish evidence of  insurance cover or some other arrangements suf ficient to 
meet its obligations under this law . 

 

ARTICLE 7 

REVIEW OF DECISION 

  

1.  Any approval given may be r evoked, or  subjected to condit ions in addit ion to 
those originally imposed, if there has been a change in circumstanc es, or if , 
in the opinion of  the Competent Author ity, new  infor mation obtained or a 
review  of  existing information about the genet ically modified organism or the 
product of a genet ically modif ied or ganism indic ates r isks to the 
env ir onment, biological diversity or human health.  

2.  Where informat ion becomes available after appr oval on the possib le risks to 
the environment, biological diversity or human health, the applicant shall 
immediately notify the Competent Authority. 

  

ARTICLE 8 

RISK ASSESSMENT 

1.  The applicant shall carry out or cause to be carr ied out an assessment of 
any  risks associated w ith a genetically modif ied organism or a product of a 
genetically modif ied organism.  

2.  No decision on any application to make, import , make contained use of , 
release or place on the market a genet ically modified or ganism or a pr oduct 
of  a genetically modif ied organism not declared r isk f ree under Ar ticle 7(4)  of 
the Car tagena Pr otocol on Biosafety may be made by the Competent 
Author ity w ithout the assessment of  risks to the environment, b iological 
diversity or human health, including the socio-economic condit ions on 
cultural nor ms .  

3.  The risk ass essment of a genetically modif ied or ganisms or a product of  a 
genetically modif ied organism shall be carried out  by the applicant or the 
Competent Authority as appropriate, on a case by case basis and shall be 
done in accordance w ith Annex III  

4.  The Competent Authority shall evaluate or cause the evaluation of  the risk 
assessment report and consider  the result  of such an evaluation in making a 
dec ision on any applicat ion to make, import, make contained use of , release 
or place on the market a genetically modif ied organism or  a product of  a 
genetically modif ied organism.  

5.  In any case w here the evaluation of the assess ment shows that ris ks cannot 
be avoided, the Competent Authority shall refuse approval for the making, 
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import , contained us e, release or placing on the market the genetically 
modified or ganism or a product of  a genetically modif ied organism.  

6.  The Competent Authority may, as necessary, conduc t or cause to be 
conducted the ris k assessment. 

7.  The Competent Author ity may r equire the applicant to bear all the cos ts for 
eva luating the ris k assessment report or of  carrying out the risk assessment, 
as the case may be.   

 

ARTICLE 9 

RISK MANAGEMENT 

1. The Competent Authority shall impose such measur es, as may be 
nec essary, to avoid adverse effects on the environment,  b iological divers ity 
and human health, including on the socio-economic condit ions, ar ising f rom 
a genetica lly modif ied organism or a product of a genetically modif ied 
organism.   

2.  Without limiting the gener ality of paragraphs 9(1), the Competent Author ity 
may:  

a. subject any genet ically modified organism to undergo a period of 
observat ion commensurate w ith its life-cycle or generation t ime, at 
the cost of  the applicant, before it is put to its intended us e;  

b. prohibit  the making, import, contained use, r elease or placing on the 
mar ket of  any genet ically modified or ganism or the pr oduct of  a 
genet ically modified organism if it  conta ins characteristics  or  specific 
traits which pose unacceptable r isks to the environment, b iological 
div ersity,  human health, socio-economic conditions or cultur al norms;  

c. order the cessat ion of  any activ ity, w hich is being under taken in 
vio lat ion of any of the provisions of this law  or any decisions made 
under it;  

d. order the cessation of any ac tivity involving a genetically modif ied 
organis m or a product of  a genetically modified organis m that is 
know n to cause risks to the environment, biological diversity or 
human health, socio- economic condit ions or cultural norms;  

e. require the person responsible for any act ivity under this law  to take 
such measures as may be nec essary to prevent or limit  any harm to 
the environment, b iological div ersity, human health, socio- economic 
conditions or cultural nor ms, or to restore the envir onment to its 
prev ious state as far as is feasible.  

f. undertake measur es, as necessary, at the cost of  the person 
responsible, in the event  that the person r esponsib le fails  to 
undertake safety measures prescr ibed by the Competent Author ity;   

g. take measures, as necessary, in the case of  imminent and ser ious 
danger  to the envir onment, bio log ical diversity, human health,  socio-
economic conditions, cu ltural norms or or dre public caused by a 
genet ically modified organis m or a product of  a genet ically modified 
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organis m, at the cost of  the person responsible for the genetically 
modif ied organism or product of  a genetically modif ied organism that 
is causing such danger; and  

3. The applicant s hall submit to the Competent Author ity periodic reports in 
respect of the monitoring and evaluation of risks carried out af ter the appr oval 
of  the making, import, contained use, re lease or p lacing on the market of  a 
genetically modif ied organis m or a pr oduct  of a genet ically modified organism.  

  

ARTICLE 10 

UNINT ENTIONAL RELEASE AND EMERGENCY MEASURES 

1. The Competent Authority shall, as necessary, ens ure, before any making, 
import , contained use, release or placing on the mar ket of  a genetically 
modified organism or a product of  a genetically modif ied organism is made 
that: 

a)  an emergency plan is drawn up by the applicant for the protect ion of 
the environment, biological diversity and human health in the event of  
an accident or unintent ional release; and 

b)  infor mation on safety measures and procedures to adopt in the case 
of an accident is made available by the applicant to persons likely to 
be affected by the accident. The informat ion shall be updated and 
made av ailable periodically.  It  shall also be made available to the 
general public. 

2. The applicant shall infor m the Competent Authority immediately of any accident 
and provide the follow ing infor mation:  

a.  The circums tances of the accident;   
b.  The identity and quant ity of  the genet ically modif ied organism or 

products of genetically modif ied organism released unintentionally;  
c. Any measures necessary to assess the effects of the accident on the 

environment, biologic al diversity or human health;  and  
d.  The emergency measures taken or to be taken.  

3. Upon receipt of  the information under Art icle 10(2), the Competent Author ity 
shall: 

a. Ensur e that all measures possible have been taken to neutr alize ris ks 
to human health and b iological diversity;  and  

b. Inform relevant governmental and non-gover nmenta l organizations in 
countries likely to be affected and the Biosafety Clearing-House of 
the Car tagena Protocol on Biosafety. 
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ARTICLE 11 

IDENTIFICATION AND LABELLING 

 

1. The Competent Authority shall put in place meas ures to ens ure that any 
genetically modified organism or any product  of a genetically modif ied 
organism is handled, packaged and trans ported under condit ions of safety.  

2.  Any genet ically modif ied or ganism or product of a genetically modif ied 
organism shall be clearly ident if ied and labelled as such, and the 
ident if ication shall specify the relevant traits and charac ter istics given in 
suf ficient detail for purposes of  traceability.  

3.  Any genetically modified or ganism or any product of a genet ic ally modified 
organism shall be clearly labelled and packaged using the infor mation 
specified in Annex II Part C, and shall comply w ith such further requirements 
imposed by the Competent Author ity, to indicate that it is, or has been 
der ived f rom, a genet ically modif ied organism, and where applicable, 
whether it may cause a ller gies or pose other  ris ks.  

 

ARTICLE 12 

CONFIDENTIAL BUSINESS INFORMATION 

1. The Competent Authority shall protect infor mation, w hich it determines as 
being confident ial after a claim for conf identiality has been made by the 
applicant. 
2. In no case may the follow ing information supplied by the applic ant be kept 

conf idential: 
(a) descr ipt ion of the genet ically modified organism or the pr oduc t of a 

genetica lly modified organism, names and addr esses of the applicant, 
purpose and location of  the making, import, contained use, release or 
placing on the mar ket of  the genetically modif ied or ganism or the 
product of  a genetically modif ied organism; 

(b) methods and plans for monitoring the genetically modif ied or ganism 
or the product of  a  genetically modif ied organism and for emergency 
response; and 

(c)  the r isk assessment report, in particu lar any pathogenic and/or 
ecologically disrupt ive ef fects. 

3.  The Competent Authority may make av ailable the informat ion, referred to in 
Article 4(3) and 4( 4), to the public pursuant to Article 5(1) , notw ithstanding 
that it may be commerc ially conf idential if it decides that it is in the public 
interest to do so. 
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4. If the applicant  w ithdraw s the applicat ion befor e approval, the Competent 
Author ity mus t respect  the confidentiality of the infor mation except for the 
informat ion referr ed to in Article (2)  and (3). 

5.  Any person carry ing out any activity covered by this law  shall supply 
informat ion necess ary for the Competent Author ity to carry out its 
supervisory or monitor ing or enforcement tasks or to deal w ith any 
emer gency measures in relation to the activity and a claim of  confidentiality 
shall not be a bar to availing suc h information. 

  

ARTICLE 13 

EXPORT  

 

1. Any person w ho intends to export a genet ically modified organism or a pr oduct 
of  a genetically modif ied organism shall prov ide to the Competent Authority a 
w ritten advance informed agreement of the Competent Authority of the 
importing country.  

2. The presentation of the advance informed agreement f rom the Competent 
Author ity of the import ing country shall in no w ay absolve the expor ter f rom 
complying w ith any  other law s governing foreign trade.  

3. The submission of the advance infor med agreement shall not prevent the 
country of  the exporter from taking into account other considerations in deciding 
whether or not to appr ove the export.  

4. There shall be no authorizat ion for the re- export of a genet ically modified 
organism or product of  a genetically modified organism that has been banned 
by the laws of  the ex port ing country. 

 
ARTICLE 14 
CAPACITY-BUILDING 
 
 
The Competent Authority shall put in place measur es to ensur e the development 
and/or strengthening of  human resources and institutional capac it ies in biosafety, 
inc lud ing biotechnology to the extent that it is  required for biosafety, for the purpose 
of the effectiv e implementation of this law . 
 
ARTICLE 15 
LIABILITY AND REDRESS 

 

1. Irr espec tive of the authorizat ion given by the Competent Authority, a person 
who makes, imports, makes contained use of, releases or places on the 
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market a  genetically modif ied organism or a product of a genetically 
modified organism shall be liable for any harm caused by such a genetically 
modified or ganism. The har m shall be fully compensated.  

2.  Liability s hall attach to the applicant as well as to the provider, supplier or 
dev eloper of the genetica lly modif ied organism or of the pr oduct of  a 
genetically modif ied or ganism for any damage, injury or loss caused by the 
genetically modified organism or the product of  a genetically modified 
organism.  

3.  If there is more than one person responsible for the damage, injury or loss, 
then the liability shall be joint and several.  

4.  In the case of  harm to the environment or bio log ical diversity, compensation 
shall include the costs of reins tatement, rehabilitation or clean-up measur es 
which actually are being incurr ed and, w here applicable, the costs of 
prevent ive measures.  

5.  Liability shall also extend to har m or damage caused directly or indirectly by 
the genetically modified organism or product of the genet ically modified 
organism to the economy or social or  cultur al condit ions or the livelihood or 
indigenous know ledge systems or technologies of a community or 
communities . Suc h har m includes: disruption or damage to pr oduction 
systems, agr icultur al systems, r eduction in yields, soil contamination, 
damage to the biological diversity, damage to the economy of an area or 
community, or  any other consequent ia l disor der.  

6.  The right to bring any action in respect  of the har m caused by a genetically 
modified organis m or a product of  a genet ic ally modif ied or ganism shall 
lapse only af ter a 10 years per iod from the date on w hich the affected 
person or the c ommunity could r easonably be ex pected to have learned of 
the harm, taking due acc ount of : 

a. The time the har m may take to manifest itself ; and  
b. The t ime that it may reasonably take to correlate the harm w ith the 

genet ically modif ied organis m or the product of the genetically 
modif ied or ganism having regard to the situation or circumstance of 
the person or community affected.   

7.  Any person, group of  pers ons, or any private or state or ganisat ion is ent itled 
to br ing a cla im and seek r edr ess in respect of  the breach or thr eatened 
breach of  any provision relat ing to damage to the environment, to b iological 
diversity, to human health or to socio  ec onomic c onditions : 

a. In that person’s or gr oup of  person’s interes t;  
b. In the inter est of , or on behalf  of, a person w ho is, for practical 

reas ons, unable to institute  such proceedings;  
c. In the interest of, or on behalf of, a group or class of person whose 

inter ests are af fected;  
d. In the public interest; and  
e. In the interest of  protect ing the envir onment or  b iological diversity. 

8.  No costs shall be aw arded against any of the above persons w ho fail in any 
act ion as afor esaid if the act ion was inst ituted reasonably out of concern for 
the public inter est or in the inter est of  pr otecting human health, b iological 
diversity and, in  general, the envir onment or  b iological diversity.  
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ARTICLE 16 

OFFENCES AND PENALTIES 

1. Any person w ho  
(a) makes, imports, r eleases, places on the market or makes contained 

use of , any genet ically modified or ganism or products of  a genetically 
modified or ganism w ithout the w ritten approval of the Competent  
Authority; 

(b) violates any condit ions attached to the grant  of  approval under this 
law ; 

(c)  fails to fur nish any information as required by the provis ions of  this 
law ; 

(d) provides false,  misleading or deceptive information in order to secure 
an approval under section 4.3; 

(e) does not pr ovide additional infor mation obtained on the possible risk 
to the environment, biological divers ity or human health af ter appr oval 
has been gr anted as per Ar ticle 7 ( 2); 

(f )  does not label, package or  identify any genetically modif ied organism 
or pr oducts of a genetically modified or ganism in accordance w ith this 
law  or w ith any conditions imposed under this  law ; 

(g) labels, packages or identifies any genet ically modif ied or ganism or 
products of a genet ically modified organis m in a manner  that is false,  
misleading or deceptiv e or is in contr avention of any regulation made 
under this law ; 

(h) exports a genet ically modified organism or products of a genetically 
modified organism w ithout the adv ance infor med agreement of  the 
import ing country; 

(i)  par ticipates in any pr oceedings related to decision taking in respect of  
a subject matter cover ed by this law  in which he/she has any d ir ect or 
indirect inter est  of  any kind; 

(j)  violates any other provision of  this law  or any condition or requirement 
imposed under  this law ; 

commits an of fence.   
2. Any person shall upon conviction of an offence under Article 16(1)  be 

prohibited f rom engaging in any act ivity in relation to any genetically 
modified or ganism or any product of a genetic ally modified organism. 
Such order of  prohibit ion shall extend to any  corporation, body or legal ent ity 
that may be devised to avoid the ef fect of  the said order. 

Comment [M2 ]: The other 
offen ces specified sub  artic les 
under 15 (1) are also significantly 
rel ev an t to p rohibit th e convict 
fro m en gaging  in  su ch  a 
transactio n. Th is clause would 
deter neglig en ce of ob lig ation s 
sp ecifi ed under the law wh ich  
migh t entail co nsequences 
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3. Any person who repeatedly commits any other offence under this law may 
be prohibited f rom engaging in any activity in r elation to any genetically 
modified or ganism and any product  of  a genetica lly modified organism.  

4.  Where the offence is commit ted by a cor poration, and w here the court feels 
that a custod ial sentence ought to be imposed, the execut ive of ficer in 
charge at the time the of fence is committed shall be liable to imprisonment. 

 

 ARTICLE 17 

APPEAL 

1. Any person aggr ieved by any decision of  the Competent Authority may, at 
any time w ithin the per iod of  … month(s) beginning from the date of receipt 
of  the decision, appeal to such adjud icatory and/or adminis trative author ity 
as may be set up by  law .  

2.  ‘Decision’ inc ludes any act, omission, refusal, d ir ect ion, imposition of 
condit ion(s) or or der  of  the Competent Author ity. 

  

ARTICLE 18 

TRANSITIONAL PROVISIONS 

1. With r espect to any making, import, contained use, r elease, or placing on 
the mar ket of  a genetically modif ied or ganism or a pr oduct of a genetically 
modified organism that  has  already been carried out on the date when this 
law  enters into force, an applicat ion for approval shall be made in 
accordance w ith Art icle  4 of  this law .  

2.  The applicat ion shall be submitted to the Competent Author ity w ithin a time 
limit to be deter mined by the Competent Author ity.  

3.  If the applicat ion has been made w ithin the prescribed t ime limit, the act iv ity 
in respect of  w hich the application is made may continue unt il a decision is 
made by the Competent Authority under Article 6  of  this law .  

4.  Any application pending at the date of  the entry into force of this law  shall be 
subject to  the provisions of th is law . 

  

ARTICLE 19 

ANNEXES 

The annexes and any r egulations made under or pursuant to this law  shall be an 
integr al part  of  this law  
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ARTICLE 20 

ENTRY INTO FORCE 

 

This law  shall enter into force on the date of its  publicat ion in the off icial gazette. 

 

ANNEX I 

 
APPLICATION INFORMATION 

Follow ing is the informat ion required for application to authorize the release to the 
environment of a genet ically modif ied or ganism or a pr oduct of  a genetically 
organis m, including use in a closed system in quant ities exceeding x cm2, import 
for food,  feed or  processing,  and pharmaceuticals w hich have no certif ic ation to the 
effect that they have been authorized by an agency w ith the mandate to do so both 
in the context  of  human health, and biologic al diversity of  the country. 

 

I. General inform ation  

A.   Nam e and Address of Applicant  
B.    Informat ion on Personnel and Training  

Name, training and other qualificat ions of person(s) responsible for planning and 
carrying out the implementation of the project, including those responsible for 
supervision, monitoring and safety, in particular the name and qualif ications of  the 
responsible scientists. 
 
II. Inform at ion relat ing t o the genet ically modified organism(s) or a product of 

a genetically modif ied organism  

A. Characteristics of a)  the donor , b)  the recipient  or  c) (where 
appropriate) parental organism (s)  

1)  Scient ific name  
2)  Addit ional taxonomic infor mation 
3)  Other names (usual name, strain name, cu lt ivar name etc.).  
4)  Phenotypic  and genetic markers   
5)  Degr ee of relatedness between donor and recipient or betw een parental 

organis ms 
6)  Description of  identification and detection techniques  
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7)  Sens it ivity, r eliab ility (in quantitative terms) and s pecificity of  detention and 
identification techniques  

8)  Description of  the geographic distribution and of  the natural habitat of  the 
organis ms  including infor mation on natural pr edators, preys, parasites and 
compet itors, symbionts and hosts  

9)  Potential for genet ic transfer and exc hange w ith other or ganisms  
10)  Verification of the genetic stability of the or ganisms and factors affecting it, 

taking into account the relevance of the laboratory experiments undertaken 
to the authentic ecological conditions under w hich the or ganisms live or are 
used  

11)  Patholog ical, ecological and physiological tr aits:   
a.  Classification of hazard acc ording to existing nat ional r ules 

conc erning the protection of human health and/or environment 
b.  Gener ation t ime in natural ecosystems, sexual and asexual 

reproductive cycle  
c. Infor mation on survival, inc lud ing seas onability and the ability to 

for m s urviva l struc tur es e.g.: seeds, spor es or scler ot ia  
d.  Pathogenicity: infectivity, toxigenicity, virulence, allergenicity,  ability 

to be a carrier (v ector) of  pathogen, possible vectors, host range 
including non-target organisms. Possible act ivation of  latent viruses 
(proviruses) . Ability to colonize other  or ganisms  

e.  Antibiot ic resistance, and potential use of  these ant ibiotics in 
humans and domes tic organisms for  pr ophy laxis  and therapy  

f. Involvement in environmental processes: pr imary production, 
nutrient tur nover , dec omposition of  organic matter, respirat ion, etc.  

12)  History of previous genetic modif ications  

B. Characterist ics of  the vect or  

1)  Nature and source of  the vector  
2)  Sequence of transposons, vectors and other non-coding genetic segments 

used to constr uct the genetically modif ied or ganism(s) or a product of  a 
genet ically modified organism and to make the introduced v ector and insert 
function in the genetically modif ied or ganism(s) or a product of  a genetically 
modified organism 

3)  Frequency of mobilization of  ins erted vector and/or genetic transfer 
capabilities and methods of  deter mination  

4)  Infor mation on the degree to w hich the vector is limited to the DNA required 
to perform the intended funct ion  

5)  Factors (chemical, biological, climatic,  etc.) influenc ing the functional level of 
the promoter/enhancer , and how  the functional level is changed  

C. Characteristics of the genet ically modified organism (s) or a  product of a 
genetically  m odified organism   

1) Informat ion r elating to the genetic modif icat ion:  
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a. Methods used for the modif ication  
b.  Methods used to c onstruct and intr oduce the insert(s) in to the recipient or to 

delete a sequenc e  
c. Description of  the insert and/or  vector constr uct 
d.  Purity of the ins ert f rom any unknow n sequence and infor mation on the 

degree to which the inserted sequenc e is limited to the DNA requir ed to 
perform the intended function  

e.  Number of  intact and truncated vector inserts. Sequenc e, funct ional ident ity 
and loc ation of the altered/ inser ted/deleted nucleic acid segment(s) in 
question w ith particular r eference to any known harmfu l sequence  

f . Sequence and methylation pat tern of the recipient  DNA as far as 100 kbp up 
and down stream from all DNA inserts  

2) Information on the final GMO:  
a.  Descript ion of genetic trait(s)  of phenotypic char acteristics and in  

partic ular any new  traits and characteristics w hich may be expressed or  
no longer expressed  

b.  Structure and amount of  any vector and/or donor nucleic acid remaining 
in the f inal construction of the genetically modif ied or ganism(s) or a  
product of  a genetically modif ied organism  

c. Stability of the genetic tr aits of  organism in terms of both expression and 
structure 

d.  Rate and level of expression of the new  genet ic material. Method and 
sensitivity of measurement  

e.  Activity of  the expressed protein(s)  
f. Expression levels for the recipient's genes situated as far as 100 kbp up 

and down stream from all DNA inserts  
g.  Sensitivity, r eliability (in quantitative terms) and specif ic ity of detection 

and identificat ion tec hniques  
h.  History of previous re leases or uses of  the genetically modified 

organism(s) or  a pr oduct of a genet ically modified organism  
i. Health consider at ions:  

a. Toxic or aller genic effects of  the non-viable genetically modified 
organis m(s)  or  a product of a genet ically modif ied organism and/or 
their   metabolic pr oducts  

b. Product hazards   
c. Comparison of  the Genet ically modified organism(s) or a pr oduc t of a 

genet ically modif ied organism to the donor,  recipient or (w here 
appropriate) par ental or ganism regarding pathogenicity  

d. Capacity for colonization  
e. If  the organism is pathogenic to humans who are immunoc ompetent  

• diseases caused and mechanism of  pathogenicity including 
invasiveness and virulence  

• communicability  
• infective dose  
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• hos t range, possibility  of  alter ation  
• possibility of  surv ival outside of human  
• presence of vectors or means of  disseminat ion  
• biological s tability  
• antibio tic-resistanc e patterns  
• allergenic ity  
• ava ilability of appropr iate therapies  
 
 

III.  Information relating to the condit ions of  release and the receiving 
environment  

A. Inform ation on the release  

1. Description of  the proposed deliberate release, including the purpose(s) and 
foreseen products  

2.  For eseen dates of  the release and time planning of  the experiment including 
frequency and duration of  releases  

3.  Preparation of  the site pr evious to  the releas e  
4.  Size of the site  
5.  Method(s) to  be used for the release  
6.  Quantities of Genetically modified organism(s) or a pr oduct  of a genetically 

modified or ganism to be released  
7.  Disturbance on the site (type and method of cultiv ation, mining, irrigation, or 

other  ac tivities)  
8.  Worker protec tion measur es taken during the release  
9.  Post-release treatment of the site  
10. Techniques foreseen for elimination or inactivat ion of  the genetically 

modified organism(s) or a pr oduc t of a genet ically modified organism at the 
end of  the experiment  

11. Information on, and r esults of, pr evious releases of  the genetic ally modif ied 
organism(s) or a pr oduct  of a  genetically modified organism, espec ially at 
different  scales and in different  ec osystems  

 
B. Inform ation on the environment  

This should be for both the site and the w ider envir onment. Note that in the case of 
genet ically modif ied organisms or a pr oduct of  a genet ically modified organism 
destined to be used as food or feed or for processing, the envir onment includes the 
transportation routes  and the mar ket places as w ell as all the catchment areas of 
the market places. 

1. Geographical location and gr id reference of the site(s) (in case of 
notif ic ations under part C  the site(s) of releas e w ill be the fores een 
areas of use of  the product)  

2. Physical or biological pr oximity to humans and other signif icant  biota  
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3. Proximity to signif icant  biotopes or protected areas  
4. Size of  loc al population  
5. Economic activities  of  local populations w hich ar e based on the natural 

resources of the area  
6. Distance to closest areas pr otected for dr inking water and/or 

environmental purpose  
7. Climatic char acterist ics of the region(s) likely to be affected  
8. Geographical, geological and pedological char acterist ics  
9. Flora and fauna, including cr ops, livestock and migratory species  
10.  Descr ipt ion of target and non-target ecosystems  likely to be affected  
11.  A compar ison of the natural habitat of the rec ipient organism w ith the 

proposed site(s) of releas e  
12.  Any know n planned developments or changes in land use in the region 

which could inf luence the environmental impact of the release  
 

IV. Inform ation relating to the interactions between the genetically  m odified 
organism(s) or  a product of a genet ically modif ied organism and the 

environment  

A. Characterist ics and factors affecting survival, m ultiplicat ion, gene 
expression and dissem ination  

1. Bio log ical features w hich af fect survival, mult iplication and dispersal  
2.  Know n or predicted environmental condit ions which may af fect survival, 

multiplication and dissemination (w ind, water, soil, temperature, pH, 
pollu tants suc h as pesticides, heavy metals and others, etc.)   

3.  Sensit ivity to specif ic agents  

B.  Interactions w ith the environment  

1. Predicted habitat of  the GMOs 
2.  Studies of  the behaviour and char acterist ics of the GMOs or a product of a 

genet ically modified organism and their ecological impact carried out in 
simulated natural environments, suc h as microcosms, grow th rooms, 
greenhouses  

3.  Genetic  transfer capability:  
a. post-re lease tr ansfer of  genet ic material f rom GMOs or a pr oduct of a 

genetica lly modified organism into organisms in affected ecosystems  
b. post-re lease transf er of genetic mater ial from indigenous or ganisms 

to the genet ically modified organism(s) or a pr oduct of a genetically 
modif ied or ganism  

4.  Likelihood of post-release se lection leading to the expression of unex pected 
and/or undesirable tr aits in the GMOs or a product of a genet ically modified 
organism  
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5. Measur es employed to ensure and to verify genet ic stability.  Description of 
genet ic tra its which may prevent or minimize dispersal or genetic material. 
Methods to ver ify stability  

6.  Routes of biologic al dispersal, known or potential modes of  interaction w ith 
the disseminating agent, including inhalat ion, ingestion, surface c ontact, 
burrow ing, etc.  

7.  Descr iption of ecosystems to which the genet ically modified or ganism(s) or 
a product of  a  genetically modif ied organis m could be disseminated  

 
C. Potent ial environm ental impact  

1. Potential for excessiv e population incr ease in the environment  
2.  Competit ive advantage of  the genet ic ally modified organism(s) or a product 

of a genet ically modified organism in r elation to the unmodified rec ipient or 
par ental or ganism(s)  

3.  Identif ic ation and descript ion of the target or ganisms  
4.  Anticipated mechanism and result of interaction between the released 

genet ically modified or ganism(s) or a product of a genet ically modified 
organism and the target organis m  

5.  Identif ic ation and descript ion of non-tar get organisms w hich may be affected 
indirectly.  

6.  Likelihood of post-release shif ts in biological, or in host r ange  
7.  Know n or predicted effects on non-target or ganisms in the environment, 

impact on population leve ls of competitors, preys,  hosts, symbionts, 
predators, parasites and pathogens  

8.  Know n or predicted involv ement in b iogeochemical proc esses  
9.  Other potentially signif icant interactions w ith the environment  
 
V. Information on m onitoring, control, waste treatment and emergency 

response plans  

A. Monitoring techniques  

1. Methods for tracing the genetica lly modif ied organism(s) or a product of  a 
genet ically modif ied or ganism, and for monitoring the ir effects  

2.  Specif icity (to identify the genet ic ally modified organism(s) or a pr oduc t of a 
genet ically modified organism, and to dist inguish them from the donor, 
recipient or, where appr opriate, the par ental organisms), sensitivity and 
reliability of the monitoring techniques  

3.  Techniques for detect ing transfer of the donated genetic mater ial to other 
organisms 

4.  Methods to detect  aberrant  gene expr ession  
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B. Control of the release  

1. Methods and proc edur es to avoid and/or min imize the spread of the 
genet ically modified or ganism(s) or a product of a genet ically modified 
organism beyond the s ite of re lease or the designated area for use  

2.  Methods and procedures to protect the site from intrusion by unauthor ized 
individuals  

3.  Methods and procedur es to pr event other organisms from enter ing the site  
 

C. Waste treatment   

1. Type of  w aste generated  
2.  Expec ted amount of w aste  
3.  Possible risks   
4.  Descr iption of  treatment envisaged  
 

D. Emergency response plan  

1. Methods and procedur es for controlling the genetically modified or ganism(s) 
or a pr oduct of  a genet ically modif ied or ganism in cas e of  unex pected 
spread  

2.  Methods for dec ontamination of the areas affected, e.g. eradication of  the 
genet ically modified or ganism(s) or a product of a genet ically modified 
organism  

3.  Methods for dispos al or sanitation of  plants, animals, soils, etc . that w ere 
exposed during or after the spread  

4.  Methods for  the isolation of  the area affected by the spread  
5.  Plans for protect ing human health and the environment in case of the 

occurr ence of  an undesirab le ef fect  
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ANNEX II 
 

ADDITIONAL INFORMATION REQUIRED IN THE CASE OF NOT IFICATION 
FOR PLACING ON THE MARKET 

A. The follow ing inform at ion shall be  provided  in the notification for placing 
on the market products, in addit ion  to that of  Annex I:  

1. Name of the product and name(s)  of  Genetically modif ied organis m(s) 
contained therein  

2.  Name of the manufacturer  or distributor and his address, inc luding 
address in the country  

3.  Specificity of  the product, exact condit ions of us e including, w hen 
appropriate, the type of environment and/or the geographical area(s) of  
the country for w hich the product is suited  

4.  Ty pe of expected use: indus try, agriculture and skilled tr ades, consumer 
use by public at  large  

B. The following add it ional inform at ion shall be provided when 
required /relevant:  

1)  Measures to take in case of unintended release or mis use  
2)  Spec if ic instructions or recommendations for storage and handling  
3)  Est imated production in and/or imports to the country  
4)  Proposed packaging. This must be appropr iate so as to avoid unintended 

release of the Genet ically modif ied organism(s)  during storage, or at a 
later stage  

5)  Proposed labelling. This must include, at least in s ummarized form, the 
information referred to in points A.1, A.2, A.3, B.1 and B.2  

 

C. The fo llow ing inform at ion  concerning labe ling of  a product of  a 
genetically m odif ied  org anism  shall be provided on a label and/or in 
accom panying  do cuments:  

1. The words "This product contains Genetically modified organism(s)" 
whenever there is evidence of the presence of Genetically modif ied 
organism(s)  in the product  

2.  The w ords "This product may contain Genet ic ally modif ied organism(s)" 
where the presence of Genetically modified organism(s) in a product 
cannot be excluded but there is no ev idence of any presence of 
Genetically modif ied organism(s)  

3.  The w ords "This product may cause... .[s pecify the part ic ular reactions, 
allergies or other side-effects]"  where it is know n that a part icular r eac tion, 
allergy or other side-effect may be caused by the produc t  

4.  Where applicable, fur ther or as a qualif ic at ion to C.1 or C.2, the words 
"This product contains genetic material (nuc leic ac ids) from Genet ically 
modif ied organism(s)" or "This product is based on raw  materials from 
Genetically modif ied organism(s)"  
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Annex III 

 
RISK ASSESSMENT PARAMETERS  

IN ACCORDANCE WITH ARTICLE 8(3) 

The user shall carry out an assessment pr ior to the us e or release of a 
genet ically modif ied organism or a product of a genetically modif ied organism as 
regards the risks to human and animal health, biological divers ity, the 
environment and the socio-economic welfare of societ ies. This assessment shall 
take the follow ing parameters into considerat ion inc luding any other parameter 
deemed to be relevant: 

 

A. Characteristics  of donor  and recip ient org anism s or parental organ isms: 

1)  Scientific name and taxonomy; 
2)  Strain, cultiv ar or other name; 
3)  Species it is r elated to and degree of relatedness; 
4)  The degree of relatedness betw een the donor and recipient organisms, or 

betw een the parental organis ms; 
5)  All sites from w here the donor and recipient organisms or parental 

organisms  w ere collected, if know n; 
6)  Information on the type of r eproduction (sexual/  asex ual) and the length of 

reproduc tive cycle or generation t ime, as appropriate, as w ell as the 
formation of res ting and survival stages; 

7)  History  of  prior genetic manipulation, whether  the donor  or  recipient 
organisms  are already genet ically modified; 

8)  Phenotypic and genet ic markers of interest; 
9)  Descript ion of ident ification and detection techniques for  the organisms, 

and the sensitiv it ies of  these techniques; 
10)  Geographic distr ibution and natural habitats of the organis ms inc luding 

information on natural predators, prey, parasites, competitors, sy mbionts 
and hosts; 

11)  Climat ic characterist ics of  original habitats; 
12)  Ability of  the organis ms to survive and colonize the envir onment to which 

release is intended or otherw ise; 
13)  Genetic stability of  the organisms, and factors affecting the stability; 
14)  The presence of endogenous mobile genetic elements of vir uses likely to 

af fect the genetic stability; 
15)  The potential of the organisms to transfer or exchange genes w ith other 

organisms , either v ert ically or horizontally; 
16)  Pathogenicity to humans or  animals, if any; 
17)  If pathogenic, their virulence, infectivity, toxic ity and modes of 

transmission; 
18)  Known allogenicity and/or toxicity of  b iochemical and metabolic products; 
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19)  Availability of  appropriate therapies for pathogenicity, allergenicity and 
toxicity. 

 
B. Ch aracteristics  of  the  vector(s): 

1. Nature and sourc e of the vector(s); 
2.  Genetic map of the vector(s), posit ion of the gene(s) inserted for the 

transfer, other coding and non-coding sequences affect ing the expression 
of introduc ed gene(s), and marker gene(s); 

3.  Ability of  the vector(s) to mobilize and transfer genes by integrat ion and 
methods for  determining the presence of the vector(s); 

4.  History  of  prior genetic manipulation, whether  the donor  or  recipient 
organisms  are already genet ically modified; 

5.  Potential for pathogenicity and virulence; 
6.  Natural and host range of vectors; 
7.  Natural habitat and geographic distr ibut ion of natural and potential hosts; 
8.  Potential impacts  on human and animal health and the environment; 
9.  Meas ures for counteracting adverse impacts; 
10. Potential to survive and multiply in the environment, or  to form genet ic 

recombinants; 
11. Genetic stability of  vector(s),  suc h as hypermutability. 
 
 

C.Characterist ics of the genetically m odif ied organism : 

1. The descr iption of the modifications made using gene technology; 
2.  The function of the genetic  modif ications and/or the new  ins ert,  inc luding 

any  marker gene(s); 
3.  Purpos e of the modification and intended use in r elation to need or 

benefit; 
4.  Method of modification, and in case of transgenic organisms, the methods 

for  constructing inserts and to introduce them into the recipient organism; 
5.  Whether  intr oduc ed gene(s) integrated or ex trachromosomal; 
6.  Number of  insert(s),  posit ion(s) in the host genome, and its/their 

structure(s), for  example, the copy number w hether in tandem or  other 
types of repeats; 

7.  Product(s) of  the transferred gene(s), levels of expression and methods 
for measuring expression; 

8.  Stability of the introduced gene(s) in terms of expression(s) , structure(s) 
and s ite(s) of integration; 

9.  Biochemic al and metabolic differences of genet ically modif ied organism 
compared w ith the unmodif ied organism; 

10. Probability of ver tic al or hor iz ontal gene transfer to other s pecies; 
11. Probability of  inserts  or  tr ansferred gene(s) to generate pathogenic 

recombinants w ith endogenous vir uses, plas mids and bacteria; 
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12. Allogenicities,  toxic it ies, pathogenicities  and unintended effects; 
13. Autecology of the genetically modified organis m compared w ith that of the 

unmodified organis m; 
14. Suscept ibility of the genetically modif ied organism to diseases and pests 

compared w ith the unmodif ied organism; 
15. Detailed information on past uses including results on all experiments 

leading to previous releases. 
 

D. Characteristics of resuscitated organism (s) and gene(s) and fossil DNA 
sequences:  

4.1 Resusci tated organi sm 

1. Scientific name and taxonomy; 
2.  Identity of  nearest spec ies and their characteristics w hich are of 

relevance to the intended use; 
3.  Site at w hich it w as found; 
4.  Method us ed for resuscitation; 
5.  Purpos e of introducing the organism and benefits, if any; 
6.  Impacts on human and animal health and the env ironment; 
7.  Meas ures for counteracting adverse impacts; 
8.  Length of time the organism has been in use; 
9.  Genetic stability; 
10. Likelihood of gene tr ansfer to other organisms; 
11. Fossil and living nearest r elat iv e spec ies; 
12. Biological and bioc hemical differences from related living species; 
13. Information on previous uses s ince resuscitation. 

4.2 DNA sequences f rom fossil s or from resu sci tated or gani sm 

1. Scientific name and taxonomy of the species w hether resuscitated or a 
fossil; 

2.  Site of  origin of  the fossil; 
3.  Site of  the gene in the resusc itated genome, if  know n; 
4.  Base sequence of the extracted gene; 
5.  Method us ed in extracting the gene; 
6.  Function of gene, if know n; 
7.  Purpos e of us e and benef its, if  any; 
8.  Environment in which it lived before fossilization;  
9.  Fossil species related to the species from w hich the gene w as taken; 
10. Living species related to the species from w hich the gene w as taken. 
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E. Safety considerations for hum an and animal health: 

Information on the genetically modified organism and when it is genet ically 
engineered, information on the donor and recipient organisms as w ell as the 
vector before it w as disarmed or disabled in cases w here it has been disarmed or 
disabled, r egarding:  

1.  Capacity for colonization; 
2.  If the genetically modified organism is pathogenic to humans or 

animals the follow ing information is required: 
a.  diseases caused and mechanism of pathogenicity, inc luding 

invasiveness and virulence, and property of virulence; 
b.  communicability ; 
c. infective dose; 
d.  host r ange and possibilit ies of alteration; 
e.  ability to survive outs ide of the human or animal host; 
f. the existence of vectors or other means of transmission; 
g.  biological stability ; 
h.  allergenicity; 
i. availability of appropriate therapies. 
 

F. Environmental cons iderations: 

Information on the genetically modified organis m, and when it is genet ically 
engineered, information on the donor and recipient organisms as w ell as the 
vector before it w as disarmed or disabled in cases w here it has been disarmed or 
disabled, r egarding: 

1)  Factors af fect ing the survival, reproduct ion and spread of the genet ically 
modif ied organism in the environment; 

2)  Available techniques for detect ion, identification and monitoring of the 
genetically modif ied organism; 

3)  Available tec hniques for detect ing transmission of genes from the 
genetically modif ied organism to other organis ms; 

4)  Known and predicted habitats of  the genetically modified organis m;  
5)  Descript ion of the ecosystems w hich could be affected by accidental 

release of the genet ically modified organism; 
6)  Possible interact ions between the genetically modified organism and 

other organisms in the ecosys tem w hich might be affected by accidental 
release; 

7)  Known or predicted effects on plants and animals such as pathogenicity,  
infectiv ity, tox ic ity, v irulenc e, being a vector of pathogens, allergenicity,  
and c olonization; 

8)  Possible inv olvement in biogeochemical processes; 
9)  Availability of methods for decontaminat ion of the area in case of 

accidental releases; 
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10)  Effects on agricultural practices w ith possible undesirable impacts on the 
env ir onment. 

 
G. So cio -econom ic considerat io ns: 

1)  Ant icipated changes in the existing social and economic patterns result ing 
from the introduction of the genet ically modified organism or a produc t of  
a genetically modif ied organism; 

2)  Possible threats to biological d iversity, tr aditional crops or other products 
and, in part icular, farmers' variet ies and sustainable agr iculture; 

3)  Impacts likely to be posed by the possibility of  s ubstituting traditional 
crops, products and indigenous technologies through modern 
biotechnology outside of their agro-climatic zones; 

4)  Ant icipated soc ial and economic  costs due to loss of genet ic diversity, 
employment, market opportunities and, in general, means of livelihood of 
the c ommunit ies likely  to be affected by the intr oduction of the genetically 
modified organisms or a product of a genetically modif ied organism; 

5)  Possible countries and/or c ommunities to be affected in terms of 
disrupt ions to their s ocial and ec onomic w elfare; 

6)  Possible effects,  which are contrary to the social,  cultural, ethic al and 
religious v alues of communit ies aris ing from the use or  releas e of the 
genetically modif ied organism or a product of a genetically modif ied 
organism. 

 

ANNEX IV 

RISK MANAGEMENT SCHEMES  
IN ACCORDANCEWITH ARTICLE 9(2) 

The user  shall employ the fo llow ing r is k management schemes and procedures 
from the development, through all stages of test ing of the genetically modif ied 
organis m or  a product of a genetically modified organism, to its intended use or 
commerc ialisation. 

1.  Imported products of genetic ally modif ied organisms used for human 
or animal health (e.g. antibodies, drugs and hormones): 

a.  Obs ervation to ensure that changes in food habits, nutrition and 
other factors that could conc eivably modify the expected 
impacts are insignif ic ant; 

b.  Such observation can be limited in scope w hen it is shown that 
adequate trials on the specific products hav e been made on 
humans or animals, as appropriate, in areas other than the 
State of import. 

2.  Imported microbial genetically modified organisms for human and 
animal health: 

Besides the limited obs erv at ion specif ied in 1, ex per iments shall be 
carried out to evaluate v iability and r is ks of reacquir ing v ir ulence or 
lending virulence to other micro-organis ms w hen in the body and in the 
envir onment,  since some spilling is inevitable. 
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3. Imported genetically modified organisms for contained use:  
a.  The products of  genetically modified organisms w ill be treated as in 

1 above; 
b.  Exper iments w ill be made in complete laboratory containment to 

determine: (i) longevity of  the genetically modif ied organism in 
cases of unintended release in the premises and in the surrounding 
environment, and (ii) genetic tr ansfer into other micro-organisms 
and implic ations thereof on human and animal health and the 
environment; and 

c. Methods for counteracting adverse impac ts r esulting from 
unintended releases should be spec if ied. 

4.  Products of genet ically modif ied organism made loc ally:  
a.  Tr ial on ex per imental animals w ill be made w hen the product of the 

genet ically modified organis ms is intended to be used on humans; 
b.  In all other cases, trials w ill be made on spec ies for w hich the 

product of the genetically modif ied organism has been des igned. 
5.  Genetically modified organisms made locally for us e as human or 

animal vaccines :  
a.  Initial molecular, tissue c ulture, serological and other r elated 

studies in the laboratory in complete c ontainment; 
b.  Tr ials w ith experimental animals under strict containment; 
c. Exper iments in complete containment to ev aluate the extent of  

transfer of  the genes of the vector introduced or of  other genes 
through the agency of the vector to the genetically modif ied 
organis m or to other species w hich w ill be found in associat ion w ith 
the genetically modified organis m to ensure that virulence is not 
acquired by the genetically modified organis m in quest ion or by 
other micro-organis ms; 

d.  Tr ials on animals completely contained from their species and from 
related spec ies and spec ies know n to be s usc eptib le to the gene 
recipient micro-organism from w hich the genetically modif ied 
organis ms has been made; 

e.  Stat istically v alid tr ials in conditions in w hich the vacc inated 
individuals live in their communit ies. 

6.  Imported plant or microbial genet ic ally modif ied organism f or r elease:  
a.  The reports from releases in areas other than the State of import  

shall be thoroughly evaluated by the Nat ional Biosafety Committee. 
Part icular emphas is shall be given to whether  the applic able 
regulations in the previous release have been adequate to ensure 
safety; 

b.  If the regulat ions ment ioned in (a) above have not been found 
adequate, the Nat ional Biosafety Committee w ill dec ide at which 
step in item 8 the observations should begin; 

c. If it is dec ided that the prev ious release mechanisms have been 
rigorous enough, observations shall be made in experimental 
conditions completely contained from the outside environment, but 
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otherw ise kept at the same soil c ommunity, moisture, air 
temperature and plant and animal community conditions as the 
intended area of r elease; 

d.  The observations w ill include the health of  the genetic ally  modif ied 
organis m, the health of the organis m w ithin the area of limited 
release, and the biologic al diversity and the ec ology of the area; 

e.  Nationally approved limited field releases w ill be carried out w ith 
appropriate emergency procedures in place to deal w ith possible 
cases  of escape. 

7.  Imported animal genet ically modified organis m f or r elease:  
a.  The reports from releases in areas other than the State of import  

shall be thoroughly evaluated by the Nat ional Biosafety Committee. 
Part icular emphas is shall be given to whether  the applic able 
regulations in the previous release have been adequate to ensure 
safety; 

b.  If the regulat ions ment ioned in (a) above have not been found 
adequate, the Nat ional Biosafety Committee w ill dec ide at which 
step in item 9 the observations should begin; 

c. If it is dec ided that the regulat ions used in the previous release 
have been rigorous enough, then observations w ill be made in 
complete containment in the expected ambient climat ic, nutritional 
and other environmental conditions to monitor physiological 
functions, adaptations and gene transfers; 

d.  When the res ults hav e met the stated requirements, then a trial 
release may be authorized w ith adequate emergency plans put in 
plac e to deal w ith c ases of escape. 

8.  Plant or microbial genet ically modif ied organisms produced locally for 
eventual release:  
a.  Laboratory biomolecular ex periments on transformation or 

resuscitation and other phenomena w ill be carried out in complete 
containment; 

b.  Tiss ue c ulture experiments to develop the genet ically modif ied 
organis m, w hen required, w ill be carried out in complete 
containment; 

c. Obs ervations aimed at understanding the nature of the genet ically 
modif ied organism shall be carried out in complete containment; 

d.  Exper iments w ith the soil, soil micro-organisms, plant and animal 
species, under the envir onmental conditions of the area of intended 
release, w ill be carr ied out in complete containment; 

e.  Complete observations of the interact ions of the genet ically 
modif ied organis m w ith the envir onment (soil including micro-
organis ms and terrestrial communities) w ill be made in enclosed 
f ields but not fully contained. At the end of the experiment, the 
products of the genetically modified micro-organisms may be used 
on an experimental basis, otherw ise they shall be destroyed; 

f . The product f rom the genet ically modified organism s hall be 
subjected to the proc edure in 4; 
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g. The monitor ing of the spread and behav iour of  any released plant 
or micro-organism genetically modif ied organism s hall cont inue for 
at least 150 years in the case of trees, and for at least 30 years  in 
the case of annuals and micro-organis ms, the duration for 
perennials which live s horter than trees being in betw een. The user 
who w as responsible for releasing the genetically modif ied 
organis ms or its successor s hall provide annual reports to the 
competent author ity. 

9.  Animal genet ically modif ied organism produced locally for ev entual 
release:  
a.  Laboratory biomolecular exper iments on tr ansformation (or 

resuscitation if it is possible) and other phenomena w ill be carr ied 
out in complete containment; 

b.  Methods of incubating the transformed generat ive cell or the 
resuscitated animal w ill be carr ied out in complete  containment; 

c. The rearing of and observations on the genet ically modif ied 
organis m w ill be carr ied out under complete containment; 

d.  The genetically modif ied organis m shall be observed under 
complete containment in an experimental env ironment which 
simulates the intended area of release in climatic, microbial, animal 
and plant communities . The observations s hall include the c ondit ion 
of the transgenic animal and those of its micro-organisms 
especially in the context of gene tr ansfer and thos e of the microbial,  
plant and animal communities in the experiment, again inc luding 
gene tr ansfer; 

e.  A limited release w ill be c arried out in an area w ith appropriate 
enclosure and emergency measures put in place to prevent 
escape. Observations w ill include the condit ion of the genet ically 
modif ied organism, its micro-organisms focus ing on gene transfer,  
and the ecology of the microbial, plant and animal communities in 
the area, again including gene transfer; 

f . If the animal is intended to yield a product, the regulat ion of the 
product w ill follow the procedure in item 4; 

g.  The monitor ing of the spread and behaviour of any released animal 
genet ically modified organis m w ill continue for at least 30 years. 

10. General Requirements:  
a.  All trials, ex per iments or observat ions specified in all the above 

cases (1-9) are put in their logical sequenc e and shall be subjected 
to the hierarchical procedures of approval by the low er institutional 
and the higher nat ional level bodies, namely the Institutional 
Biosafety Committees or the National Biosafety Sub-committees 
and the National Biosafety Committee. 

b.  Exper iments starting from transformation of living organisms or 
resuscitation of fossil organisms carried out under completely 
contained laboratory c ondit ions and cont inuing in the development 
of  a genetically modif ied organis m or a product of a genet ically 
modif ied organism shall be subject to approv al by the Institutional 



Draft  Revised African Model Law-August 2007 
 

  

Biosafety  Committee or by National Biosafety Committees as the 
case may be. All exper iments outside of strict laboratory isolat ion 
and initial experiments involving an imported genet ic ally  modif ied 
organis m or a product of  a genetically modified organism shall be 
subject to approval by the National Biosafety Committee. All final 
approval for the use of a genetically modified organis m or a product 
of  a genetically modif ied organism shall be made by the National 
Biosafety  Committee.  

c. Onc e approval from the Nat ional Biosaf ety Committee is obtained 
at the completion of the f inal s tage of the trials, exper iments or 
observat ions, the genetically modified organism in quest ion or the 
product of  a genet ically modified organis m can be employed for its 
intended use. The Nat ional Biosafety Committee shall notify its 
decision in w riting to the Competent Authority. 

d.  Whenever there is a need to dis pos e of the genet ic ally modif ied 
organis m or a product of a genetically modif ied organism upon the 
completion of every tr ial or experiment, it shall be made through 
complete incineration or other approved means of complete 
destruc tion. 

e.  The release of genetically modified organisms or a produc t of a 
genet ically modif ied organism shall be monitored appropr iately and 
emergency plans to prevent escape and accident shall a lw ays be in 
plac e. 

 


