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REPUBLIC OF COLOMBIA 
MINISTRY OF HEALTH 

RESOLUTION No. 008430 of 
1993 

(October 4, 1993) 

Establishing Scientific, Technical, and Administrative Regulations for Health Research. 

THE MINISTRY OF HEALTH 

Exercising his legal powers and particularly those vested on him by Decree 2164 of 
1992 and Law 10 of 1990. 

WHEREAS 

· Article 8 of Law 10 of 1990, whereby the National Health System is organized and 
other provisions are ruled, determines that the Ministry of Health is the entity in charge 
of formulating policies and ruling the scientific-administrative regulations of compulsory 
compliance for the entities integrating the System. 

· Article 2 of Decree 2164 de 1992, whereby the Ministry of Health is restructured and 
the functions for its instrumentalities are determined, establishes that it will formulate 
the appropriate scientific and administrative regulations to guide the resources and 
actions of the System. 

RESOLVES: 
 

TITLE 1 
 

GENERAL GUIDELINES 

ARTICLE 1. The purpose of these scientific regulations is to establish the requirements 
to develop research activity on health issues.  

ARTICLE 2. Institutions that will be conducting research involving humans must have a 
Research Ethics Committee, in charge of solving all matters regarding the issue. 

ARTICLE 3. The institutions referred to in the preceding article shall prepare their 
internal procedures manuals pursuant to their rules and policies in order to support 
enforcement of these regulations. 

ARTICLE 4. Health research includes the development of actions contributing to: 

a) The knowledge of biological and psychological processes in human beings. 

b) The knowledge of the links between causes of disease, medical practice and social 
structure. 

c) The prevention and control of health problems. 

d) The knowledge and evaluation of hazardous effects of the environment on health. 

e) The study of techniques and methods recommended or used for the provision of 
health services. 
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f) The production of supplies required for health purposes. 
 

TITLE II 
 

RESEARCH ON HUMAN BEINGS 
 

CHAPTER 1 
 ETHICAL ASPECTS OF RESEARCH ON HUMAN BEINGS 

ARTICLE 5. In any research in which humans are involved, a criteria of respect for 
their dignity and protection of their rights and well being is mandatory. 

ARTICLE 6. Research on human beings must be developed according to the following 
criteria: 

a) Shall meet the scientific and ethics principles that justify it.  

b) Shall be grounded on previous experimentation on animals, in laboratories or in 
other scientific facts. 

c) Shall be conducted only when the knowledge required cannot be acquired by any 
other suitable means.  

d) Safety of the beneficiaries shall prevail and clearly express the minimal risks, which 
must not, by any means, go against article 11 of this resolution.  

e) Shall have the Informed Consent given in writing by the subject of the research or 
its legal representative with the exceptions provided in this resolution.  

f) Shall be conducted by qualified and experienced professionals to look after the 
integrity of the human being, under the responsibility of a health institution, 
supervised by the health authorities, as long as human resources and material to 
guarantee the well being of the subject of research are available. 

g) Shall take place when authorization is given by: the legal representative of the 
research institution and the institution where the research takes place; the Informed 
Consent of the participants; and the approval of the project by the Research Ethics 
Committee of the institution.  

 
ARTICLE 7. When the experimental design of a research involving humans includes 
several groups, random selection methods shall be used in order to obtain an unbiased 
assignment of the participants of each group and other technical rules determined for 
this type of research, and appropriate measures will be taken to avoid any type of risks 
or damages to the subjects of the research.  

ARTICLE 8. Identity of individuals, subject of the research will not be undisclosed, 
unless the results of the research so require and the subject authorizes their 
disclosure.  

ARTICLE 9. The probability that the subject of the research suffers damages as an 
immediate or delayed consequence of the study shall be considered a risk of the study.  

ARTICLE 10. The group of researchers or the main researchers must identify the type 
or types of risks to which the subjects of research will be exposed .  
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ARTICLE 11. For the purposes of these regulations, researches will be classified in the 
following categories: 

a) Non-risk Researches: studies that use retrospective documental techniques and 
methods, and those in which there is no intentional intervention or modification of 
biological, physiological, sociological or social variables of the individuals involved 
in the study, among which the following are considered: revision of clinical histories, 
interviews, questionnaires and others in which sensitive aspects of the subject’s 
own behavior are not identified or addressed.  

b) Minimal Risk Researches: prospective studies that use data records through 
common procedures such as : physical or psychological diagnosis tests or routine 
treatments, among which are included: weighting the subject, electrocardiograms, 
hearing acuity tests, thermography, excreta and external secretion collection, 
obtaining of placenta during delivery, collection of amniotic fluid upon rupture of 
membrane, obtaining of saliva, milk teeth and permanent teeth removed meeting 
therapeutic indications, dental plaque and calculus removal through non-invasive 
prophylactic procedures, haircut and nail clipping without causing disfigurement, 
venipuncture in healthy adults, twice a week maximum and no more than 450 ml in 
two months except during pregnancy, moderate exercise in healthy volunteers, 
psychological tests for groups or individuals where the subject’s behavior will not be 
manipulated, research with commonly used medicines, wide therapeutic margin 
and registered at this Ministry or before the delegated authorities, following the 
instructions, doses and the established routes of administration not including the 
medicines defined in article 55 of this resolution. 

c) Researches involving more than minimal risk: the type of researches where the 
probabilities of affecting the subject are significant, among which are: Radiological 
and microwave studies, studies with the medicines and modalities defined in titles 
III and IV of this resolution, assays with new devices, studies including surgical 
procedures, blood extraction over 2% of the circulating blood volume in newborns, 
amniocentesis and other invasive techniques or bigger procedures that use random 
assignment methods for therapeutic schemes and those under control with 
placebos, among others.  

ARTICLE 12. The main researcher shall cease the research immediately after 
perceiving any risk on the research subject’s health. Likewise, the research shall be 
immediately ceased for the research subjects having claimed a risk. 

ARTICLE 13. It is the responsibility of the research or sponsor institution to provide 
medical attention to any subject having been injured in any way, if the injury is directly 
involved with the research, without prejudice as to any indemnities to which the subject 
is legally entitled. 

ARTICLE 14. Informed Consent is understood as a written agreement, whereby the 
subject of research or, his/her legal representative, authorizes his/her participation in 
the research, based upon an appreciation and understanding of the nature of the 
procedures, benefits and risks , voluntarily, without any coercion or inducement.  

ARTICLE 15. The Informed Consent must provide the following information, which will 
be fully and clearly explained to the subject of research or, in his absence, to his legal 
representative, in such a way that they can understand it.  

a) The research’s justification and objectives. 
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b) The description of the procedures to be followed, and identification of any 
procedures which are experimental 

c) A description of any reasonably foreseeable risks or discomforts to the subject 

d) The description of any benefits to the subject which may be expected 

e) A disclosure of appropriate alternative procedures that might be advantageous to 
the subject 

 

f) The promise to answer any question, and to clarify any doubts regarding the 
procedures, risks, benefits and other matters related to the research and treatment of 
the subject. 

 

g) The possibility to withdraw their consent at any time and discontinue participation at 
any time without loss of benefits to continue their care and treatment. 

 

h) The assurance that the subject will not be identified, and that none of the 
information related to the subject’s identify will be disclosed..  

 

i) The promise to provide the subject updated information obtained during the study, 
even though said information might change the subject’s mind to continue participating.  

 

j) Medical treatment availability and the compensation to which the subject is legally 
entitled, by the institution responsible for the research, should it cause any direct 
damage to the subject.  

 

k) In the event of any additional costs incurred, said expenses must be covered with 
the research budget or the budget of the institution responsible for the research.  

 

 
ARTICLE 16. In order for the Informed Consent of the passive subject of research to 
be valid, it must meet the following requirements: 

a. The informed consent must be prepared by the main researcher, with the 
information given in article 15 of this resolution.  

b. The informed consent must be reviewed by the Research Ethics Committee of the 
institution where the research will be conducted.  

c. The informed consent must contain the names and addresses of two witnesses and 
their relation with the subject of research.  

d. The informed must be signed by two witnesses and the subject of research or, in 
his/her absence, by his legal representative. Should the subject of research not 
know how to sign, he/she will affix his fingerprint and someone else, appointed by 
him, will sign on his/her behalf. 

e. A duplicate of the document will be prepared, and the subject of research or his/her 
legal representative will keep a counterpart.  



 

 

 
Certified Translation No. 0801/2006 

5 

PARAGRAPH ONE. In minimal risk researches, the Research Ethics Committee of the 
research institution may, for justified reasons, authorize an oral Informed Consent and, 
in non-risk researches, release the researcher from obtaining the consent.  

PARAGRAPH TWO. Should there be any type of dependence, descent or 
subordination of the subject of research in relation to the researcher that prevents him 
/her from freely giving his consent, the consent must be obtained by an other member 
of the research team, or the institution where the research will take place, completely 
independent from the relation between the researcher and the subject.  

PARAGRAPH THREE. When it is necessary to determine the mental capacity of an 
individual in order to give his/her consent, the main researcher must see a neurologist, 
psychiatrist of a sociologist, in order evaluate the subject’s understanding capacity, his 
reasoning and logics, according to the parameters approved by the Research Ethics 
Committee of the research institution.  

PARAGRAPH FOUR. When it is assumed that the mental capacity of a subject has 
changed over time, the Informed Consent of the subject or, in his/her absence, of 
his/her legal representative shall be approved by a professional (neurologist, 
psychiatrist, psychologist) of renowned scientific and moral capacity in the specific 
field, as well as an observer totally unrelated to the research, in order to assure the 
suitability of the consent obtaining method, as well as its validity during the period of 
research.  

PARAGRAPH FIVE. When the subject of research is a mentally ill person from an 
institution, it will be necessary to obtain previous consent from the authority familiar 
with the case, besides from meeting the requirements established in the previous 
articles. 

 
CHAPTER II 

RESEARCH IN COMMUNITIES 

ARTICLE 17. Community research in matters related to human health shall be 
admissible when the expected benefit is reasonably assured and when the previous 
small scale studies determine the absence of risks.  

ARTICLE 18. In community research, the main researcher must obtain the approval of 
the health authorities and other civil authorities of the research community, aside from 
the Informed Consent letter of the individuals included in this study, providing them with 
the information described in articles 14, 15 and 16 of this resolution.  

ARTICLE 19. When the individuals of the community are unable to understand the 
implications of participating in a research, the Research Ethics Committee of the 
organization to which the main researcher belongs, or the organization where the 
research will take place, may or may not authorize obtainment of the Informed Consent 
of the subjects through a reliable person with moral authority in the community. Should 
they fail to obtain the Committee of Ethical Research’s authorization, the research will 
not take place. On the other hand, the participation of the individuals shall always be 
voluntary.  

ARTICLE 20. Experimental researches in communities can only be developed by 
establishments having a Research Ethics Committee and the previous authorization of 
this Ministry to carry it out, without prejudice as to the powers of other instrumentalities 
of the state. Furthermore, they must have fulfilled the previous toxicity tests, among 
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other tests, according to the products’ characteristiques and the risks that they entail 
for humans health.  

ARTICLE 21. In every community research, the research designs must offer the 
practical protection measures for the individuals, as well as assure obtainment of valid 
results, in agreement with the established guidelines for the development of those 
models.  

ARTICLE 22. In each research on communities, the ethical considerations, applicable 
to a research on human beings, must be extrapolated to the communal context in the 
appropriate aspects.  

CHAPTER III 

RESEARCH ON MINORS AND HANDICAPPED 

ARTICLE 23. Besides from the general ethics rules that must be abided in every 
research on human beings, research in minors or people with physical and mental 
handicaps, must fully satisfy all the demands established in this chapter.  

ARTICLE 24. For researches in minors, there must be certainty that similar studies 
have been conducted previously on adults or immature animals, except when there are 
studies of conditions proper to the neonatal stage or illnesses specific to certain ages.  

ARTICLE 25. Minors or handicapped must have, in all cases, and besides from the 
Informed Consent of those who have the children custody, or the legal representation 
of the minor or the handicapped in question, the certification issued by a neurologist, 
psychiatrist or psychologist on the comprehension capacity, reasoning and logics of the 
subject. 

ARTICLE 26. When the mental capacity and the psychological condition of the minor 
or the handicapped so allows, his/her acceptance to become a subject of research 
shall be also obtained, after explaining what is intended to be done. The Research 
Ethics Committee of the respective health entity must seek for observance of these 
requirements.  

ARTICLE 27. The researches classified as risky and with probabilities of direct benefits 
for the minor or handicapped will be admitted when: 

a. The risk is justified due to the importance of the benefit that the minor or 
handicapped will receive.  

b. The benefit is equal or exceeds other alternatives already established for the 
subject’s diagnosis and treatment.  

ARTICLE 28. The researches classified as risky and without direct benefits for the 
minor or the handicapped will be admitted with the following considerations: 

 PARAGRAPH ONE. WHEN THE RISK IS MINIMAL 

a. The intervention or procedure must represent for the minor or handicapped a 
reasonable experience, comparable to those inherent to his/her medical, 
psychological, social or educational situation. 
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b. The intervention or procedure must have a high probability of obtaining positive 
outcomes or generalized knowledge on the condition or illness of the minor or 
handicapped of great importance to understand the disorder or to achieve recovery 
in other subjects.  

PARAGRAPH TWO. INVOLVING MORE THAN MINIMAL RISK  

a. The research should have high possibilities of assisting, preventing or alleviating a 
serious problem that affects health and the welfare of the children or the 
handicapped.  

b. The Research Ethics Committee of the research institution must establish a strict 
investigation to determine if the research increases the scope of the foreseen risks 
or if others originate, and will suspend the investigation at the moment at which the 
risk could affect the biological, psychological or social welfare of the minor or the 
handicapped.  

CHAPTER IV 
 

RESEARCH in WOMEN OF FERTILE AGE, PREGNANT, DURING LABOR, 
PUERPERIUM, NURSING AND NEWBORNS. ON THE USE OF EMBRYOS, 

DEMISES AND FOETUSES AND ON ARTIFICIAL FERTILIZATION 

ARTICLE 29. The following requirements must be met for researches conducted in 
women of fertile age: classified as involving more than minimal risk  

a. Certify that the women are not pregnant before they accept to be subject of 
research.  

b. Diminish as much as possible the probabilities of a pregnancy during the 
development of the research. 

ARTICLE 30. To carry out researches in pregnant woman, during labor, puerperium 
and nursing stages; use of embryos, demises or fetuses. For artificial fertilization, it is 
mandatory to obtain the Informed Consent of the woman and her spouse or partner, as 
established in articles 15 and 16 of this regulation, as well as any previous information 
on the possible risks for the fetus or new born, should it be the case. The Informed 
Consent of the spouse or partner can only be waived in case of express and certified 
inability or impossibility to provide the consent, because the partner will not take 
responsibility of the woman, or when there is imminent health risk to the health or life of 
the woman, the embryo, fetus or new born.  

ARTICLE 31. Researches on pregnant women must be preceded by studies made on 
non pregnant women that portray safety, except for specific studies that require such a 
condition.  

ARTICLE 32. Researches on pregnant women not having therapeutic benefits, and 
whose objective is to obtain generalized knowledge on pregnancy, should not 
represent a more than minimal risk for the woman, the embryo or the fetus.  

ARTICLE 33. Researches involving pregnant women that imply an intervention or 
experimental procedure, not related to the pregnancy, but with a therapeutic benefit for 
the woman, such as preeclampsia, diabetes, hypertension and neoplasia, among 
others, must not expose the embryo or the fetus to a more than minimal risk, except 
when an intervention or procedure is justified in order to save the woman’s life.  
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ARTICLE 34. Researches involving pregnant women, with therapeutic benefit related 
to pregnancy shall be allowed when: 

a. Their objective is to improve the pregnant woman’s health with a minimal risk for the 
embryo or the fetus. 

b. They aim to increase the fetus’ viability, with a minimal risk to the mother.  
 
ARTICLE 35. During the development of researches in pregnant women: 
 

a. The researchers will have no authority to decide on the time, method or procedure 
employed to end the pregnancy, and will have no participation in the decisions 
regarding the fetus’ viability.  

b. It is strictly forbidden to offer monetary compensation, or compensation of any other 
kind, to interrupt the pregnancy by reason of interest on the research, or by any 
other reason whatsoever. 

ARTICLE 36. The Informed Consent for researches during labor must be obtained as 
established in articles 14, 15 and 16 of this regulation, before labor begins, and 
expressly stating that the subject can be withdrawn at any moment during labor.  

ARTICLE 37. Researches in women during the post partum period will be allowed if 
the investigation do not interfere with the health of the mother or the newborn.  

ARTICLE 38. Researches in women during the nursing period when there is no risk for 
the baby or when the mother decides to stop breastfeeding the child and the child’s 
feeding is secured through another method. Finally, when the Informed Consent is 
obtained, as established in articles 14, 15 and 16 of this resolution. 

ARTICLE 39. The fetuses will be subject to research only if the techniques and 
methods used provide them and the mother with a top safety.  

ARTICLE 40. The newborns will be subject to research only if the techniques and 
methods used provide them and the mother with a top safety.  

ARTICLE 41. The newborns will not be subject to research, except when its objective 
is to: increase their possibility of survival until the viability phase. When the procedures 
do not cause the termination of vital functions or when, without adding any other risk, 
the object of the research is to obtain important general knowledge that cannot be 
obtained through other means.  

ARTICLE 42. Babies born alive can be subject to research if the provisions regarding 
research on minors, established in this resolution, have been met.  

ARTICLE 43. Researches on embryos, demises, fetuses, stillborns, soaked faecal 
matter, cells, tissues and organs extracted from them will be carried out according to 
the provisions hereunder.  

ARTICLE 44. Researches on artificial fertilization will only be admissible when it is 
done to solve sterility problems that cannot be solved in any other way, respecting the 
moral, cultural and social point of view of the couple.  

CHAPTER V 
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 RESEARCH ON SUBORDINATED GROUPS 

ARTICLE 45.Subordinated groups are: students, laboratory and hospital workers, army 
employees and members, prison inmates or other social rehabilitation centres and 
other special groups of the population, in which the Informed Consent can be 
influenced by any authority.  

ARTICLE 46. For research involving subordinated groups, The Research Ethics 
Committee must include one or more members of the population under study, able to 
represent the moral, cultural and social values of the group in question and must 
ensure: 

a. That the participation, rejection or withdrawal of the subjects in the study does not 
affect their schooling, military or labor situation or a situation related to a court 
proceedings and the conditions to meet any judgment.  

b.That the results of the research are not used in any way against the participants.  

c.That the research institution and the supporters take responsibility for the medical 
treatment of the damages incurred and, accordingly, the compensation that legally 
corresponds to the damaging consequences of the research.  

CHAPTER VI 

RESEARCH ON ORGANS, TISSUES AND ITS DERIVATIVES, PRODUCTS AND 
HUMAN CORPSES 

ARTICLE 47. The research referred to in this chapter includes the use of organs, 
tissues and its derivates, as well as the set of activities related to their finding, keeping, 
using, preparing and final destination.  

ARTICLE 48. This research must observe besides from due respect to the human 
corpse the applicable provisions on this regulation, and any other rules related to 
organs, tissues and human corpses.  

TITLE III 

 THE RESEARCHES ON NEW PROPHYLACTIC RESOURCES, DIAGNOSIS, 
THERAPY AND REHABILITATION 

CHAPTER I 

GENERAL GUIDELINES 

ARTICLE 49. When a research on new prophylactic, diagnosis, therapeutic and 
rehabilitation resources is performed on human beings, or the existing ones are to be 
modified, it is mandatory to abide the provisions of the previous articles, and also to 
meet the provisions of this title.  

ARTICLE 50. The Research Ethics Committee of the respective health entity will be 

responsible for studying and approving the research projects and shall request the 

following documents:  

a. A research project containing an objective and complete analysis of the risks 
involved, compared to the risks of the established diagnosis and treatment methods 
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established and the expectation of the life conditions with or without the proposed 

procedure or treatment and any other information concerning the investigation 

proposal. 

b. A letter from the legal representative of the research institution, if required, 
authorizing the performance of the investigation.  

c. A description of the available resources, including the areas, equipment and auxiliary 

services of the laboratory which will be used in the development of the research.  

d. A description of the available resources for managemen of medical emergencies.  

 

e. The Curriculum vitae of the researchers including their academic studies, their 
experience and scientific achievements in the area of research.  

f. The requirements established in articles 57 and 61 of this resolution, according to the 

specific case.  

ARTICLE 51. In case of a sponsorship or other kind of compensation, the necessary 
measures must be established in order to avoid conflicts of interest to the researcher in 
the protection of the rights of the subjects of research, although the subjects of the 
research have given their approval, in order to preserve the veracity of the results and 
allocation of the resources.   

ARTICLE 52. The following obligations must be met n the development of the 

researches contemplated in this title : 

a. The main researcher shall inform the Research Ethics Committee of the research 
institution or the executing institution, of all the probable adverse effects or those 

directly related to the investigation.  

b. The director of the research institution shall notify the Research Ethics Committee if 

necessary, on any adverse effects, within a maximum of 15 working days following 

its presentation.  

c. The Ethics Research Committee must suspend or cancel the research on any 

adverse effects that can be considered as an ethical or technical obstacle to the study.  

d. When required, the research institution shall supply the Research Ethics Committee 
and the Ministry of Health with a report within a deadline of fifteen (15) working 

days following the suspension of the research, explaining the adverted effect, the 

adopted measures and its consequences.  

 

 
 

CHAPTER II 
 

PHARMACOLOGICAL RESEARCH 
 

ARTICLE 53. For the purposes of these rules, pharmacological investigations is 

understood as the scientific activities intended to the study of medicines and biological 
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products for human use that have not been used previously in the country, not included 

in the Pharmacological Regulations of this Ministry and therefore, not commercially 

distributed, as well as medicines registered and approved for their sale, when their use 

is investigated with modalities, indications doses or routes of administration different 
from those established, including their use in combinations.  

 

ARTICLE 54. Researches on clinical pharmacological medicine include the sequence 

of studies going from the moment when the medicine is administered for the first time 

to human beings, until obtaining data on their therapeutic efficacy and safety in large 

groups of the population. The following phases must be considered for said purpose: 

a) PHASE I: Administering of the researched medicine to healthy human beings for the 

first time, in single or multiple doses, in small hospitalized groups in order to establish 

initial pharmacological parameters in human beings.  

b) PHASE II: Administering of the medicine under research to sick human beings, in 
single or multiple doses, in small hospitalized groups in order to establish 

pharmacological parameters in the sick organism.  

c) PHASE III: Administering of the researched medicine to large groups of patients, 

generally external, in order to define its therapeutic use and to identify adverse 

reactions, external interactions and factors that can alter the pharmacological effect. 

d) PHASE IV: Studies carried out after the medicine receives its sales permit, the 
sanitary registration, and whose purpose is to generate new information on the safety 

of the medicine during a generalized and extended use.  

ARTICLE 55. All clinical pharmacology investigations shall be conducted after 

completing preclinical studies that include physicochemical characteristics, 

pharmacological activity, toxicity and pharmacokinetic activity, absorption, distribution, 

metabolism and excretion of the medicine in different animal species; frequencies, 

routes of administration and duration of the doses studied that may be used as base 

for safe administration to human beings. Studies on mutagenesis, teratogenesis, 

carcinogenesis are also required. 

ARTICLE 56. Studies on preclinical toxicology required for each medicine shall be 
conducted for the respective medicine, particularly concerning the known potential 

toxicology of other medicines with a known and similar chemical structure and the route 

and administration time that is intended to be used in human beings.  

ARTICLE 57. The use in human beings of medicines under research during their 

assessment in Phases I to IV of the clinical pharmacology must be approved by the 

Research Ethics Committee, to which the documentation established article 50 of this 

regulation must be submitted, aside from the following:  

a. The basic preclinical and pharmacological information of the medicine. 

b. The information previously on clinical pharmacology for phases II, III and IV and 
bioavailability tests, when required. 

ARTICLE 58. Studies on clinical pharmacology Phase I, on new antineoplasm 
medicine and other medicines with a reduced therapeutic index will be allowed when: 
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a. They are based on preclinical studies that show the medicine’s pharmacological 

activity and  point out the characteristics of its toxicity in a clear way. 

b. They are only performed in volunteers with the specific disease, confirmed by 
additional diagnosis methods that have not presented any therapeutic answer to 

any other available treatment and to whom the new medicine could offer a 

therapeutic benefit.   

c. They are conducted at no cost for the patients.  

ARTICLE 59. In emergency treatments, when a person’s life is threatened and the 
medicine under study or a known medicine needs to be used with instructions, doses 
and routes of administration different from those previously established, the doctor 
must obtain a favorable opinion from the Research Ethics Committee, the research 
institutions and the Informed Consent from the subject of research or his/her legal 
representative, if the circumstances so allow according to the following bases: 

a.  The Research Ethics Committee shall be previously informed  on the use of 

 the medicine under investigation, if the researcher is able to anticipate the 

 need to use the medicine in emergency situations, or retrospectively, if  the 

 use of the medicine, the instructions, doses or new routes of administration 

emerge as unforeseen needs. In both cases the Research Ethics Committee will issue 

an opinion approving or disproving the intended use or repetition of the unforeseen use 

of the medicine.  

b.  The Informed Consent will be obtained from the subject of research, his/her legal 
representative or his/her closest  relative, except when: the subject is unable to 

consent, the legal representative or relative is not available or when interruption of 

the medicine is life threatening. 

CHAPTER III 

RESEARCH ON OTHER NEW RESOURCES  

ARTICLE 60. For the purposes of this regulation, research of new resources or 
different modalities to those previously established, means the scientific activities 
intended to study materials, grafts, transplants, prosthesis, physical, chemical and 
surgical procedures, instruments, devices, artificial organs and other prevention 
methods, diagnosis, treatment and rehabilitation in human beings or on their biological 
products, except for pharmacological products. 

ARTICLE 61. Every research referred to in this chapter must have the authorization 
from the Research Ethics Committee. To this end, the research institutions must 

present the documents indicated in article 50 of this resolution, besides from the 

following:  

a. The scientific grounds, information on previous experiments on animals or in the 

laboratory 

b. Previous clinical research studies, if any. 

ARTICLE 62. All the research on grafts and transplants must observe, aside from the 

provisions applicable to this regulation, the provisions related to sanitary control for 

disposal of organs, tissues and human corpses. 
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ARTICLE 62. All the research on grafts and transplants must abide, aside from the 

provisions applicable to this regulation, the provisions on sanitary control for disposal of 

organs, tissues and human corpses.  

TITLE IV 

BIOSAFETY OF RESEARCH  

CHAPTER I 

 RESEARCH ON PATHOGENIC MICROORGANISMS OR BIOLOGICAL MATERIAL 
THAT MAY CONTAIN THEM 

ARTICLE 63. The research institutes where researches on pathogenic microorganisms 
or biological material are performed must: 

a. Count on the facilities and laboratory equipment according to the technical rules 
issued by this Ministry on this matter, in order to guarantee a safe handling of such 

germs. 

b. Prepare a procedures manual for the microbiology laboratories and make it available 
to services and maientance professional and technical personnel. 

c. Train personnel in manipulation, transportation, use, decontamination and disposal 

of wastes.  

d. Determine the need of medical surveillance of the personnel participating in the 
researches and should the case be, implementing the surveillance.  

e. Establish a safety supervision and follow up at the microbiology laboratories. 

f. Maintain an updated bibliography available, and a file on safety of equipment, 

availability of contention systems, standards and rules, risks involved and other related 

aspects. 

g. Meet the other provisions determined by this Ministry. 

ARTICLE 64. In the research institutes mentioned in the preceding article, microbiology 
laboratories shall meet the requirements stated in the technical regulations ruled by this 
Ministry and will be classified in three types as follows:  

a. Basic microbiology laboratory. 

b. Microbiological safety laboratory. 

 
c. Highest microbiological safety laboratory  
 
ARTICLE 65. The procedures manual referred to in sub-paragraph b of article 63 of 
this regulation, will describe the following aspects: 

a. Laboratory practices.  

b. Personal safety of the employees.  
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c. Management and maintenance of the facilities and equipment.  

d. Emergency situations.  

e. Entrance and transit restrictions.  

f. Reception and transportation of biological materials. 

g. Wastes disposal.  

h. Decontamination.  

i. Any other activity that can be considered necessary in order to achieve 

microbiological safety 

 

ARTICLE 66. The main researcher in accordance with the Hospital Ethics Committee 
or the Research Ethics Committee and the legal representative of the research institute 
will determine the kind of laboratory in which the proposed researches are to be 
performed, in agreement with the existing technical rules, as well as the respective 
procedures considering the infection risk level that the microorganisms to be used will 
represent.  

ARTICULE 67. In order to measure the risk level mentioned in the above article, this 
Ministry shall issue the corresponding technical rules and classify the microorganisms 

into four groups, according to the following criteria:  

a. RISK I GROUP : Microorganisms that represent scarce risk to the individual and the 
community.  

b. RISK II GROUP : Microorganisms that represent moderate risk for the individual and 

limited risk to the community. 

c. RISK III GROUP : Microorganisms that represent high risk to the individual and 

scarce risk to the community.  

d. RISK IV GROUP : Microorganisms that represent high risk to the individual and the 

community. 

ARTICLE 68. Microorganisms classified in risk groups I and II must be managed in 

basic microbiological laboratories, using safety cabinets if necessary.  

 

ARTICLE 69. Microorganisms classified into risk III group must be managed in 

microbiological safety laboratories. 

ARTICLE 70. Microorganisms classified into risk IV group must be managed under 

highest microbiological safety, with the authorization and control of the corresponding 

sanitary authorities.  

ARTICLE 71. During the development of the researches referred to in this chapter, the 

main researcher will be responsible for: 



 

 

 
Certified Translation No. 0801/2006 

15 

a. Determining the actual and potential risks of the proposed researches and, if the 

researches are approved by the Committees of the research institute, make them 

known to the rest of the researchers who are part of the group and to the technical and 

auxiliary personnel participating in the research.  

b. Determining the appropriate level of physical containment, selection of the 

appropriate r microbiological practices and design procedures in order to meet the 

possible accidents during the research and train the participating personnel on these 

aspects.  

c. Supervise that the participating personnel meets the medical prophylaxis, vaccines 

or serologic tests requirements. 

d. Supervise that infected material is rapidly transported according to the technical 
rules established by this Ministry. 

e. To inform the Biosafety Commission on any occurrence of diseases personnel, that 

could be attributed to the transcutaneous inoculation, ingestion or inhalation of infected 

materials, as well as accidents that may cause contamination that may affect the 

personnel or the environment.  

f. To notify the Biosafety Commission on any difficulties or failures in the use of the 

safety procedures, correct any mistakes in the processes that could provoke the 
release of infected material and ensure integrity of physical containment measures.  

ARTICLE 72. The Research Ethics Committee of the research institute must make 

periodical visitations to evaluate fulfillment of the measures and to recommend 

modifications in the laboratory practices, including the temporary or permanent 

interruption of the researches that represent a non controlled risk of infection or 

contamination to the laboratory employees, the community or the environment.   

CHAPTER II 

RESEARCH THAT IMPLIES CONSTRUCTION AND MANAGEMENT OF 
RECOMBINANT NUCLEIC DIACIDS  

ARTICLE 73. For the purposes of this regulation, nucleic recombinants acids will be 

understood as the new genetic material combinations obtained outside of a live cell, 

through the insertion of natural or synthetic segments of deoxyribonucleic acid in a 

bacterial or plasmid produced virus, or any other deoxyribonucleic acid molecules 

which can be used as a vector system, to allow its inclusion in a host cell, in which they 
are not naturally found, but where they will be able to replicate. Desoxirribonucleic 

acid molecules resulting from said replication are also included.  

 

ARTICLE 74. Researches on recombinant nucleic acids must be designed in such a 

way as to achieve maximum biological containment, choosing the suitable host and 

vector systems that reduce the probability of dissemination of recombinants molecules 

outside the laboratory, taking into consideration the origins of the genetic material and 

the technical standards issued by this Ministry.  

ARTICLE 75. The main researcher according to: the top hierarchy the Research Ethics 

Committee, the Biosafety Commission and the legal representative of the research 
institute, pursuant to the technical standards issued by the Ministry, will determine the 

type of microbiological laboratory in which the experiments described in this chapter 
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are to be performed, taking into account the genetic material which they intent to 

replicate.   

ARTICLE 76. An authorization from this Ministry is required in order to start the 
following types of experiments:  

a. Formation of recombinant deoxyribonucleic acid derived from the pathogenic 

microorganisms classified into risk III and IV in article 71 of this resolution, as well as 

the formation of recombinant genetic material derived from cells that have been 

infected by such agents, regardless of the host and vector system to be used.   

b. The intentional formation of recombinants nucleic acids to induce biosynthesis of 

potential toxins for vertebrates.  

c. The intentional release of any microorganisms carrying recombinant nucleic acids 
into the environment.  

d. The transference of resistance into the antibiotics of microorganisms that cannot 

acquire it from nature, if this transference could negatively affect the use of antibiotics 

in human medicine.  

e. Experiments with microorganisms or recombinant nucleic acids in cultures larger 

than ten (10) liters, due to its physical and biological condition, unless the recombinant 
molecules have been strictly characterized and the absence of dangerous genes has 

been proved. Those industrial and agricultural processes not directly and specifically 

related to the activities established in article 1 of this resolution will be excluded.   

CHAPTER III 

RESEARCH WITH RADIOACTIVE ISOTOPES AND DEVICES AND GENERATORS 
OF IONIZING AND ELECTROMAGNETIC RADIATIONS  

 

ARTICLE 77. Medical research involving the use of radioactive isotopes, and 

generating devices of electromagnetic and ionizing radiations on human beings must 

be conducted in agreement with the current laws, regulations and rules on radiological 

safety in for the national territory.  

ARTICLE 78. In the institutions where these researches are to be performed, the 
Biosafety Commission will make sure that for each study, the responsible person of the 

physical and radiological safety of such institutions reports themselves to the 

respective National Body in order to meet the requirements and obligations, as the 

person in charge of radiological safety.  

ARTICLE 79. The responsible person referred to in the article above, must:  

a. Be trained, qualified and certified for this function according to the legal 
requirements.  

b. Prepare a procedures manual according to the laws, rules and regulations in force, 

along with the characteristics of the facilities and the equipment, which should be made 

available to all the staff members, and in which the following items are described: the 

identification and control of the radiation sources, the controlled and supervised areas, 

the dosimetric monitoring of the staff, the emergency plan, waste management plan 

and training of staff involved in radiological procedures and safety. 
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c. Define, introduce and supervise meeting of the radiological and physical safety 

measures.  

d. Inform the personnel involved in the research on such rules and train personnel on 
work procedures and the characteristics of the laboratory and equipment.  

ARTICLE 80. Taking into consideration that any exposure implies a risk, it is strictly 

forbidden to inappropriately expose to the ionizing radiations. The limits of Equivalent 

Doses legally established must be considered as superior limits and not as design or 

control limits. Protection measures against the ionizing radiations must be optimized, 

so that the number of exposed people and the Equivalent Doses received by the 

researcher or the patient subject to research, are as few as reasonably possible, 

considering the socio-economic factors of their work environment.  

ARTICLE 81. In exams or treatments making part of a medical research entailing a net 
benefit for the patient , the procedure will be justified meeting the same criteria as for a 

routine medical exposure. Nevertheless, given its experimental nature, such 

justification will be subject to a rigorous evaluation, ruling out others diagnosis or 

therapeutic methods, susceptible to comparative evaluation.  

ARTICLE 82. Deliberate irradiation of personnel during the procedures with research 

purposes not aiming to a a direct benefit to the irradiated people, will only be performed 

by suitably qualified and trained people, and with the respective permit from the 

institution where the irradiation is to be performed, under the advise of the National 
Entity responsible for radiological protection in accordance with current radiological 

surveillance and control standards. 

 

ARTICLE 83. Personnel exposed to radiation must be over 18 years old and the 

occupational exposure limits determined by the authorized national entity will be taken 

into account, with special consideration to pregnant women or women in fertility age.  

Paragraph: Women in gestating of nursing stage must not work in high risk places 

where radioactive material is incorporated.  

ARTICLE 84. The people included in the procedure must be informed on the risks of 
the radiation to which they will be exposed, so that their participation is voluntary, with 
full knowledge and understanding .The Informed Consent given by the relatives or legal 
representative is necessary when the subject of the research is unable to make a 
decision on his/her acceptance.  

ARTICLE 85. These researches must be submitted to individual evaluation, followed 
by a procedures plan and a final protocol, approved by the competent authority on the 
matter, which will thoroughly analyze the researches from the radioprotection 
perspective and their conditions as true volunteers, who will not receive a net benefit 
from the procedure, given that no special dose limits can be established for these 
cases.  

ARTICLE 86. The use of ionizing radiations for research purposes in pregnant women 
and minors is prohibited and this use is restricted to specific studies conducted prior to 
research in women of reproductive age.  

PARAGRAPH. The previous cases can be reconsidered for dealing with therapeutic 
procedures in pathologic processes considered special due to their prognosis or their 
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characteristics, with previous written consent given by the involved person, his/her 
relative, or legally responsible person.  

 

 

TITLE V 

BIOMEDICAL INVESTIGATION ON ANIMALS  

ARTICLE 87. Aside from the dispositions established in Law 84 of 1989, every 
research where animals are subject of research must take into account the following: 

a. Whenever the situation requires it, methods such as the mathematical models, 
computer simulation and biological systems in vitro should be used.  

b. Experiments on animals must only be performed after studying its significance 
for human or animal health, and for advancing in biological knowledge. 

c.  Animals selected for experiments must be of an appropriate species and 
quality. The minimum required number of animals must be used in order to 
obtain scientifically valid results.  

d. Only legally acquired animals must be used, and they shall be kept under 
adequate conditions meeting the current sanitary regulations. 

e. The researchers and other staff must never stop treating the animals as 
sensitive beings and it is an ethical imperative that they look after them and use 
them properly, as well as avoid or reducing their discomfort, anguish and pain.  

f. The researchers must assume that procedures that cause pain to human 
beings must also cause pain to other vertebrate species, even when there is 
still a lot to find out about pain perception in animals.  

g. Every procedure that may cause the animal a prolonged or severe pain or 
anguish must be performed with sedatives, analgesics or appropriate 
anesthesia, in accordance with the accepted veterinary practice. It is prohibited 
to perform surgical or painful procedures on animals that have not been 
anaesthetized, and paralyzed by chemical agents. Euthanasia in animals will be 
performed with the appropriate anesthetics, approved by the veterinarian 
association.   

h. In the event that it is required to deviate from the provisions of the above sub-
paragraph the decision cannot be made by the researcher directly involved but 
only by the Ethics Committee, created by Law 84 of 1989. These exceptions 
must only be made only for demonstration or teaching purposes. 

i. At the end of the experiment, or during the experiment, when appropriate, the 
animals that suffer chronic or severe pain, anguish, discomfort or unmitigated 
disability must be sacrificed in a painless way. 

j. Animals for biomedical purposes must be kept in the best conditions and, if 
possible, under the surveillance of veterinaries with experience in laboratory 
animals. Veterinary care must be available as required.  
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k. The director of the institute, department or unit where animals are used for 
investigation is responsible to seek that researches and other personnel are 
qualified or experienced to perform procedures on animals. The director must 
provide the suitable opportunities for service training that includes concern over 
a human and appropriate treatment of animals under their care.  

ARTICLE 88. The use of animals during the research, teaching and trials will only be 
accepted when it guarantees to contribute to the understanding and advance of the 
knowledge regarding the main biological principles or the development of better means 
for the protection of health and both human and animal welfare.  

ARTICLE 89. Animals should be used after the researcher has ruled out any other 
alternatives. To that end, Russell-Burch “3R” tenet of “Replacement, Reduction and 
Refinement” will be followed. 
 
ARTICLE 90. Laboratory animal centers must be in accordance with the species, 
physical shape, habits, preferences of posture and locomotive features of the animals, 
in order to make them feel comfortable, except when the experimental variables justify 
different situations.  

ARTICLE 91. Animal centres of production or chronic maintenance must be supervised 
by qualified professional staff members with experience in the matter, and they must 
allow upbringing, maturation, reproduction and normal behavior of the animals, in 
accordance with the regulations established by the institution itself.  

ARTICLE 92. The director of the institution where the research on animals is to be 
performed must establish the safety measures for the care and handling of the animals, 
as well as the prophylactic measures and necessary vaccines for the protection of the 
exposed staff members, and make sure the measures are me.  

ARTICLE 93. The director of the institution where the research on animals is to be 
performed must supervise, order or execute, tthat the following safety measures are 
met, according to each case:  

 

a. Isolation.  
b. Quarantine. 
c. Personal observation.  
d. Vaccination of people. 
e. Vaccination of animals, as relates to human health. 
f. Destruction or control of insects and other disease transmitting and harmful animals 
as referred to human health.  

g. Suspension of works or other services.  
h. Insurance and destruction of objects, products or substances.  
i. Evacuation of houses, buildings, establishments and any other structure in general.  
j. Prohibition to use certain species, and 
k. Other sanitary measures established by this Ministry or other competent entity, that 
may avoid health risks or damages.  

ARTICLE 94. This resolution becomes effective as of its date of publication. 

TO BE PUBLISHED AND CARRIED OUT 

LET IT BE PUBLISHED AND COMPLIED WITH 
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Given in Santafé de Bogotá, D.C. on the fourth day of October, nineteen ninety three  
 
 

___________ 
 
  
 


