
Fidel Castro Ruz. President oftlic Council of State of the RepublK of Cuba 

LET IT BE KNOWN. that the Council of State has agreed the folio" mg 

WHEREAS Lm181 of the Elwironment. of Juh 11. 1997. establishes the 
principles that rule the enl'ironmental polic, of the count!} and the basic 
standards to regulate the actions of the citizens and the society in general so 
as to protect the emironmcnt and contribute to reach the goals of the 
sustainable del'elopment of the country. According to Article 12. paragraph 
h) it disposes that the Minis!!}' of Science. Technology and EnYironment. 
together with other competent bodies and state agencies. is responsible for 
implementing the EnYironmental Policy regardmg biological safetv and 
controlling lts implementation. 

WHEREAS: The ConYention on Biological Di\·ersity. to which Cuba is 
signatof). refers as a duty of contracting parties the establishment and 
maintenance of the means to regulate and control the risks dcri,·ed from the 
use and release of li,·ing modified orgamsms as a result of biolechnolog). 

WHEREAS The Con\'ention on the Prohibition of DeYelopment. Production 
and Storage of Bacteriological (Biological) and Toxin Weapons and on their 
Destruction. to which Cuba is a Party. refers as a duty of the Parties to adopt 
the necessaf) measures to assure the fulfilment of the Convention at national 
lel'el. 

WHEREAS: The increasing number of research. product10n. diagnosis and 
teaching facilities in our country. and thus the complexity of the research 
and the diverslty of organisms and micro-organisms with potential risk of 
biological contamination for the environment and particularly for the 
population. the workers. the plants an the animals demands the existence of 
a proper legal frnme\\ ork regilrding biological safety 

THEREFORE· The Council of State. in exercise of the po\lers it 1s conferred 
by Article 90. paragraph c) of the Constitution of the Republic. adopts the 
following· 



DECREE LAW No. 190 

OF BIOLOGICAL SAFETY 

CHAPTER I 

GENERAL PROVISIONS 

Article /: This Decree Law has the ob_iectil'e of establishing the general 
principles that regulate. in the national territory 

a) The use. research. test. production. import and export of biological 
agents and its products thereof organisms and pans of them with 
genetic information: 

b) The releases into the enl'ironment of biological agents. organisms 
and fragments with genetic information. the actions to guarantee 
the fulfilment of international agreements assumed by the Cuban 
State regarding bwlog1cal safety or related to 11. the pre,ention of 
accidents that may happen and the adoption of measures to protect 
the c1win:mment and in partlcular. the population. the workers. 
animals and plants, from negatiyc effects that ma) cause the 
acti\'lties related to bio]ogical agents. organisms and their 
fragments with genetic information. 

Article 2: This Decree La\\· shall appl\' to all natural and legal persons that 
fulfil. in the national territory. the activities listed in Article L 

Article 3: The following terms are defined for the best understanding and 
implementation of this Decree Law: 

Biological agents: Viable micro-organisms and their products thereof. prions 
and other organisms that cause or ma\· cause diseases to man. animals and 
plants 

Release area: Zone defined in the endronment by the Ministf) of Science. 
TechnologJ and Environment. in co-ordination with competent bodies and 
institutions where the mtroduction of biological agents. organisms and their 
fragments with genetic information is produced. 

License of Biological Safet) A modalit, of the En\'ironmentaJ License 
through "hich the Ministt, of Science. Technolog, and Em·ironmcnt. after 
nssesslng the risks. authorises a natural or legal person to fulfil the actiYities 
foreseen cind under the conditions and requirements established 

\onta;nrnc-nt haniers A!! 1kn r,ppm,c-s the ~pre:,ding of poten11;1ll} 
dai1gcrous matenals The~ can be pnma~ or sccondai:, Th~~ include. among 
other clcrncnt.; the S) i;;tcm for \Yi!Slc 1rc:11mcn1 



Facilitie!-r Laboratories that carry out biotechnological actlsities. namely: 

diainos1s research. production and teaching 11 also includes rooms ,md 
areas where biological risk is present. 

Organism· All genetically modifiedbiolog,cal cntit\ or exotic for the country 
able to reproduce itself or transfer genetic material. 

Genetically Modified Organisms: Orga111s111 wluch genetic matenal has 
been modified by the man in a way different to normal. 

Biological Safet~·: A group of scientific and organisauon 111easures. The, 
include human. technical and engineering measures including physical ones 
aiming at protecting the ,,,-orkers of the facili\), the communit) and the 
environment from the risks that pose the work with biological agents or the 
release of organisms inlo the cm·ironment being them genetically modified 

or exotic: diminish to the minimum the effects that can present and quick!, 
eliminate their possible consequences in case of contamination. negative 

effects. releases or loses. 

Us{' The use. handling. 'itorage. transpon and control of hiolog1cal agent~ 

and geneticalh· modified organisms or not 

CHAPTER II 

Competence 

First Section 

ABOUT THE MINISTRY OF SCIENCE. TECHNOLOGY AND 
ENVIRONMENT 

Article./: The Ministry of Science. Technology aod Environment is the agenc, 
of the Central Administration of the State in charge of setting up. fulfil and 
control the policy of the State and the Gm·emment regarding biolog1cal safet) 
To this purpose. in co-ordination with the bodies and competent state agencies 
it will haYc the following functions and attributions: 

a) E,·ah1;Jte. guide the Tlsk management and apprm e lield trials or 

research and releases into the environment of biological agents and 

their products or!!anisms ,md their rra~ment~ with µcne1ic 

mform;1ti0n mdepcndent!) of the nsk group to whlch the~ nm~ 
bdone. 



b) Organise. direct and fulfil inspections to facilities and all national 

arei-l where biologic;-11 agents <1nd their products. organisms and 

their fragments ,,ith genetic information are used or releaSed. 

c) Grnnt. suspend and reYoke aulhonsations for car~ ing our 

acti\'ities related to the use. research. test. production. release. 

import and export ofbiolog1cal agents and their products. 

organisms and their fragments with genetic information: 

d) Establish classifications regarding· 

·The organisms that are released into the enrironment taking inlo 

account their origin and the risk they pose for human health and 

the em·ironment. 

·The b10log1cal agents that affect the man. ammals and plants and 

their distribution in risk groups. 

·The facilities that use biological agents and their products. 

organisms and then products with genetic information. 

e) Establish mechanisms for the stud,: assessment and management 

of the risks of the release tnto the ennronment of biological 

agents and their fragments with genetic information and the 

procedures to control. mitigate and treat dangerous biological 

wastes. 

f) Establish the National Svstem of AccountanC\' and Control of . . 

biological and toxin agents and organisms I hat ,yilJ be released 

into the enYironment 

g) Guide ;rnd can:,· out checkmg to containment barriers existmg in 

the facilities that handle btological agents and organisms: 

h) Arrange the lotal or partial closing of facilittes that handle 

biological agents and organisms if these faeilittes do not ha\ e 

safet, measures and pose risks for human health and the 

em·ironment 

iJ Stud). assess. organise. co~ordinale. promote. participate and 

pcrfolm. as 1hc c1sc ma~ be. all actt\'it~ dcrn·cd from the 

rcspo11sibil1t1es ;111d r1.1nctJ011~ assi~ncd to Cuba as S1a1e Part, o1 

l111,;m;1tio11;i\ COll\CJ1tio11~ 011 lhc 111:11tcr or n:la1cd 10 it. 



j) Appoint reference centres from different bodies and institutions 

according to their technical and scientific conditions and specify 

the functions to be developed in co-ordination with them: 

k) Adopt necessary measures to prohibit. prevent and control the 

development. production, storage, acquisition or retention of. 

Biological agents and toxins, be it as it may be their origin or 

way of production, of types and in quantities not justified for 

preventive, protection and other peaceful purposes, weapons, 

equipment or vectors aimed at using those agents or toxins with 

hostile purposes or in a war; 

1 ) Establish proper procedures in the transfer, handling and use of 

organisms that may have negative effects for the conservation and 

sustainable use of biological diversity, panicularly agriculture 

products: 

m) Others assigned by the state and the Government. 

Section Two 

ABOUT OTHER BODIES AND STATE AGENCIES 

Article 5: The Bodies and Agencies of the Central Administration of the 

State and, in particular, those in cl1arge of facilities and release areas, will 

have the following duties. rights and functions without detriment of the ruling 

action of the Ministry of Science, Technology and Environment: 

a) Establish the necessary cond1110ns with the Ministry of Science, 

Technology and Environment to carry out any activity related to 

the use of biological agents and their products, organisms and 

their fragments with genetic information, as well as to establish 

the National System of Biological Safety. 

b) Add the aspects regarding biological safety in its programs of 

research and development. inspections. investments and internal 
regulations, assigning the necessary resources for that. and 

promoting pure research rcgJrding bioloJ.dc,11 safe!\. 



c) Carry out a proper information of the public before any release 
into the environment of biological agents and their prqdncts, 
organisms and their fragments with genetic information; 

d) Send to the Ministry of Science, Technology and Environment the 

data that might result from the research of accidents and 

infections happened in areas of biological risk, plant health, 
epizootiological and epidemiological emergencies, as well as any 

other information required on biological safety: 

e) Promote the training and re-qualification of the personnel working 
in the facilities and release areas regarding biological safety; 

f) Work out and organise, in co-ordination with the Civil Defence, 
the emergency plans to be developed in their respective facilities 

and areas. 

CHAPTER Ill 

ABOUT THE FACILITIES 

Article 6 The holders of entities in charge of facilities that use biological 
agents and their products, organisms and their fragments with genetic 

information, must meet the safety measures and requirements established to 
the following activities: 

a) The levels of biological safety in the facilities according to the risk 

group to which the organisms being manipulated belong and 
taking into accounr the practices, safety equipment and facility 

design; 

b) The handling, transport and sending of samples, 

c) The work with laboratory plants and animals, 

d) Setting up of structures that support b10logical safety in the 
facilities and the determination of its power and functions in 
agreement with current laws: 

e) The qualification. traimng and information of the personnel: 



f) Emergency plans and simulacrum; 

g) Treatment and disposal of dangerous biological wastes. and; 

h) The establishment of proper procedures to guarantee safeguard 

and safety. 

CHAPTER IV 

ABOUT THE RELEASE OF BIOLOGICAL AGENTS AND THEIR 
PRODUCTS, ORGANISMS AND THEIR FRAGMENTS WITH 

GENETIC INFORMATION INTO THE ENVIRONMENT 

Article 7: The entities in charge of release areas will undergo a process of 

risk assessment and management that comprises a multiple analysis, on 

scientific basis, to characterise and identify the nature and the magnitude of 

hypothetical situations of danger, if they existed, their probability of 

occurrence and the possible extent of the damages caused by the activities 

related to the use and release of biological agents and their products, organisms 

and their fragments with genetic information and the measures aimed at 

guaranteeing that such a release be carried out in safe conditions. 

Article 8: The holders of the entities referred to in the above article, that 

propose the release of biological agents and their products, organisms and 

their fragments with genetic information, should present to the Ministry of 

Science, Technology and Environment for their approval: 

a) The technical record for the proposed release; 

b) Proper recommendations for the protection of the worker and the 

environment in general and for setting up any negative effect, no 

matter the guarantees and authorisations they should give to other 

Bodies of the Central Administration of the State. 

Article 9: The representatives of the Bodies and Agencies from the Central 

Administration of the State, the entities, and the researchers, in what they 

are concerned and once the view from the Minis(ry of Science, Technology 

and Environment is heard, are in the obligation of developing a proper 

information and preparation of the public. ln one way or another, it will 

have the direct or indirect relation with the release once it is approved. For 

that. they should base on the se1-Y1ces of the National System of Health. the 
poJitjcaJ and mass organisations and the mass media 



CHAPTERV 

ABOUT STATE ENVIRONMENTAL INSPECTION OF 

BIOLOGICAL SAFETY 
Article JO: Objects of state environmental inspection of b10logical safety 

are: entities with facilities that handle biological agents and their products. 

organisms and their fragments with genetic information that may affect the 

man. animals and plants. and the areas where they are released into the 

environment. 
Article II: Inspectors from the Ministry of Science. Technology and 

Environment fulfil the biological safety inspection. In case the participation 

of mspectors from other Bodies and Agencies of the Central Administration 

of the State is required, the mentioned Ministry will issue the corresponding 

request Once it is authorised by the Bodv or Agency in question. it will 

appoint the personnel. 

Article 12: The inspection of b10logical safety has the objective of checking 

the fulfilment of current laws on the matter and will include, among others, 

the following aspects: 

a) Verification of containment barriers. 

b) Fulfilment of proper practicesc 

c) Implementation of the plans to prepare and update the personnel 

regarding biological safety; 

d) Orgamsat10n. receipt and final destination of samples and 

biological agents. 

e) Checking of the standards and procedures for the use of 
b,oiogical agents and their products, organisms and their 

fragments with genetic information. their release into the 
environment. as well as the verification of their fulfilment: 

f) Checking the records and control of biological agents and their 

products. orgamsms and their fragments with genetic information 

existing in the facilities: 

g} Chcckmg the safely program in the focilit~. as well as its ph_\stcal 
prnlcction and ,;1fcty plan ;md Jts 1r11plcmentation. 



h) Checking if the conditions for the authorisation of biological 
safct~ granted remain the same: 

i) Fulfilment of the country agreements in \'irtue of International 

Agreements and Com entions regarding or related to biological 
safe!\. to which Cuba is a State Pa~ 

CHAPTER VI 

ABOUT AUTHORISATIONS OF BIOLOGICAL SAFETY 

Article 13: The execution of the actn-ities listed in this Article mil require 
the authorisation granted b: the Minist1! of Science. Technolog~ and 

En\"1ronment for each achYity without detnment of those that should be 
granted b,· other Bodies or Agencies of the Central Administration of the 
State 

a) The siting. design. project. condition. remodelling. starting. 
operation and closing of facilities where biological agents and 

their products. organisms and their fragments with genetic 
information arc used: 

b) Receipt or sending. transfer with adYancc request and assessment 
by the corresponding agencies of biological agents and toxins as 
well as organisms from risk groups previously agreed: equipment. 
technologies and materials in general among local facilities that 
use them or between Cuba and other States so as to avoid they are 
used to can'}' out prohibited activities at national or international 

leYels: 

c I The procedures for the destruction or disablin~ of biological 
agents and toxins. when for their \·olume. characteristics and 
location they are considered dangerous or can Yiolate 

international agreements to which Cuba is a Party: 

d) The research. production and field testing that involve biological 
agents and their products. organisms and their fragments with 

genetic information: 

c> The c1H"ironmentaJ release of bi0Jog1cal agents and their products. 
organism.:. and then fragments with genetic information: 

f) The impori and export of biological agenls and their products. 
nrga11iSllb and thi.:lf fragmi2nb \\ 1th !,!CIIC\Ii..: 111fornwtio11. 



h l Others related to the fulfilment or the agreements contracted bi 

the Republic of Cuba in international legal instruments on this 

mailer or related to it 

Article 1./: the Ministry of Science. Teclmologi and En\"ironmcnt will propose 

to cmnpetcnt Bodies and Agencies the conditions and requirements of 

knmdcdgc. ,ncluding the establishment of official courses on this subject. 

The personnel that work in facilities requiring a high level of biological 

safet, for !he risk lhe, pose should recm c these. 

CHAPTER VII 

ABOUT DANGEROUS BIOLOGICAL WASTES 

Article IS The holders of the agencies in charge of facilities and release 

areas whose operations ma~ originate dangerous biological wastes. that is. 

those contaming biological agents. organisms and their fragments with genetic 

mformat1on that pose a real or potential threat for the human health and the 

cnYirorunent 1n general will be responsible for the use. treatment. and disposal 

under safe conditions and in keeping with current environmental provisions 

so as to guarantee the protection of the environment and, in particular. of the 

population and the workers: 

Article 16: The authorities mentioned in the above article. who are responsible 

for the use. treatment. transport and \\'aste disposal. \\ ill make proYision in 

its budget for the monetary appropriations necessary to meet the costs 

generated by such operations. 

CHAPTERVfil 

ABOUT BIOLOGICAL EMERGENCIES 

Article I 7: The Mmism of Science. Technologi and Environment. m co­

ordim-1tio11 \\ ith the Nation,JI General Staff oft he Ch·il Defence \\'ill participate 

in the draftmg. C\:CCutlon and control of a National Plan for Emergencies or 

till~ otltc:r -.1111,111011 c;iusi.::d b~ i:,ern" that 111a.\ ong11iak 11 d;imag1,; ,,itli 

i11u11--:din!c: 01 <lda_\<.XJ JJegc1ti\ c c[kcl~ to lltc .:m 1ru11111c11t. 1/t..: popul<t!iuu 



and the workers in pat1icular due 10 the escape or release of organisms. 

Moremu it will ad, ise techmcall, the CiYil Defence from a biosafety pomt 

of Yiew as well as in the assessment of the existing situations. 

Article J 8· The holders of the agencies 111 charge of facilities that manipulate 

biological agents and their products. organisms and their fragments with 

genetic information as well as the areas where theY are released into the 

environment, ½ill be respcnsible for the drafting, organisation and preparation 

of emergency plans that will be implemented in their respective facilities 

and areas. 

TRANSITORY PROVISION 

UNIQUE: The Centres. instllutions and the bodies and agencies of the 

Central Administration of the State will submit the Minis!'}' of Science. 

Technology and EnYironment. m a term of 90 davs from the publication of 

this Decree Law. an information regarding the releases of organisms into the 

environment carried out in the count~ in the last five years for the 

corresponding risk assessment and prepare their record. The informatton 

will include: 

• Scientific and common name: 

• Designation: 

• Treated or sowed hectares: 

• Quantities released for ,ears: and 

• Risk assessment for the workers and the cnYironment. 

FINAL PROVISION 

FIRST: The Bodies and Agenies oft he Central Administration oft he State. 

haYing heard in each case the opinion of the Mimstl} of Science. Technolog:1 

:-1nd Em·ironment. will guarantee the existence of organising. advisory and 

consult strnctnre.s that :1llow lhe fnlfilment of what this Decree l..;:i" 
establishes 

SECOND The \li11i-.tr- of Science. Tcchnolo_l!\ and Em 1ro11mcn1 \\ ill is.Sul' 

as man~- prm·1siom as i1 consider necessary for the best implementation of 

this Decree LI\\ 



THIRD. TlllS Decree La" \\ 111 take elTcct ,rhcn published Ill the Official Ga,cttc 
of the Cuban Republic 

SET FORTH at Pa/;ic10 de la Rernlucicin. in the c1t1 of Ha,ana on the t\lell1'. 
eighth day of fanuar). 1999 

Fidel Castm Ruz 

Note: 

This transh1tion was complek:d at lhc National Centre for Btological Safet~. E, e~ 
effort \Vas made to hare an accurate. consistent and readable translation. 
Nc,crthelcss. the original Spanish text remains the official ,ersion of the Decree 
Lm and ;in~ interpretations of critical importance should continue to rely on it. 


