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agreement from the institution which owns these belongings,
and there is no need to get the conscious and informed consent
from the person.

. Research to be conducted on data: is the research which is con-

ducted on the information of participants that is taken from the
archive or published or unpublished data and statistics. They
need only a written agreement of the institution that owns this
archive for unpublished data and statistics only.

. Secondary research conducted on previous studies that are

published or unpublished do not require a written consent of
the authors of these studies, but the researcher should cite
these studies properly.

. Research conducted on the remnants of people, whether the

people are healthy or sick (parts of the human body which are
taken for a diagnostic or therapeutic purpose; or ovum, or
sperm, etc...), it needs a written conscious and informed con-
sent.

Research conducted on animals (paragraphs. 56-63 of this Code)
Experimental research conducted on an unapproved or unreg-
istered drug or intervention (should be carried out in accord-
ance with special instructions and approvals from the Ministry
of Health)

Forensic research (organized by forensic laws in force)



team will not disclose this information unless under the law.
13. The signature of the participant and the date of signing.

Annex Three: Types of Studies depending on the Nature
of the Participating Sample with Specifying the Type of

the Conscious and Informed Consent:

1. Direct primary research: This research is conducted directly on
people, which are of two types:

(1) Intervention (Experimental) is the research in which inter-
vention is conducted on people, be it a test for treatment or
surgery or training program and it needs a written conscious
and informed consent.

(2) Observational: the analytical research in which the research-
er does not interfere with imposing a medicine or an inter-
vention or a change of lifestyle, but it is just to collect in-
formation from people directly and analyze it. This type of
research requires a written conscious and informed consent
from the participant if the collection of information requires
measurements and clinical examination on the participant.
If the researcher aims to gather information from the par-
ticipant by filling out a questionnaire form, he/she will be re-
quired to have a verbal consent only. The filling out of the
form and its delivery back by the participant is an evidence
of acceptance of participation in the research.

2. Indirect primary research: the research which is conducted
on the patient>s belongings (e.g. Laboratory samples, radio-
graphs, etc.). These samples should be taken from the patient
in advance and kept by a health institution. We need a written

21
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10.

11.

12.

Items Formulating Conscious and Informed Consent:

Name of the researcher and institution in which he/she works.
Name of the supporting body to the research financially and sci-
entifically.

The objectives that the researcher seeks to achieve out of his/
her research and its importance.

The benefits expected to be obtained from conducting the re-
search (special interest that may be obtained by the person par-
ticipated in the research itself and the public interest that is in
the interest of the society as a whole and not the same person).
The damage expected to occur as a result of the participation
of the person in the research and herein includes the damage
to health, body, psychology and fund, with a determination of
its severity and gravity (simple, medium, severe etc.), and the
participant shall be informed of the plan for how to act in the
event of such damage and the mechanism of contacting the re-
searcher to inform him/her about it.

The participant is free to choose whether to participate in the
research or not, and that his/her decision, whatever it may will
not affect the treatment of the person and his/her right to ac-
cess health service or other provided by the researcher or insti-
tution outside the framework of the research.

To explain to the participant that he/she has the right to with-
draw from the research at any stage even at the advanced
stages and without giving any reason to justify this withdrawal,
which will not entail any legal, financial or discriminatory conse-
quences, for such care.

To clarify to the participant that the information taken from
him/her is confidential and that the researcher and the research



Annexes

Annex (one) Conflicts of Interest:

1. Conflict of interest arises when there is an individual, institu-
tional, financial or political impact on the researcher in making
a professional decision when designing or conducting the study
and the subsequent consequences that affect the final conclu-
sion of the research.

2. Theresearcher should clarify all the steps and procedures taken
to prevent or reduce conflicts of interest in a transparent man-
ner to protect the quality of the study, increase its credibility
and maintain the documents proving that.

3. The researcher should fully and publicly disclose any potential
situation of conflict of interests during the design of the study,
conducting, writing, publishing and presenting the research.

4. The course of the study or any information about it should not
be disclosed to individuals and institutions that may be affected
or have a negative or positive impact on the study or material or
intervention in question.

Annex (2) Conscious Informed Consent:
Essential Elements for any Conscious and Informed Consent:
1) To be comprehensive of all information needed by the partici-
pant to decide to participate independently.
2) To guarantee that the participant has understood and com-
prehended the information.
3) To provide an atmosphere that helps the participant to decide
to participate freely and independently and without pressure.

19



role in the study if possible.

62. The animal should not be exposed to more than one surgical
intervention unless the design of the study requires that.

63. Obtain permission to conduct experiments on an animal from
the relevant authorities in the sector in which he/she works,
such as research committees.

«Ended»

18



publishing, which includes fabrication, falsification, plagiarism
and literary theft.

Research Conducted on Animals:

56.

57.

58.

59.

60.

61.

The scientific purpose of conducting the research is important
enough to justify the use of the animal, i.e. to contribute to re-
solving a health problem or contribute to improving health sta-
tus.

The study should be carefully designed to minimize the number
of animals used, but this should not affect the extent of infor-
mation and evidence derived from the study.

All personnel who work on animal research must know the de-
tailed aspects for care, protection and handling of animals un-
der study.

Provide an appropriate laboratory environment for conducting
research and studies on animals as well as following the pollu-
tion control instructions.

Emphasize exerting full care to the animal during the research,
and that the animal must not be tortured and to avoid inflicting
pain as much as possible through the wise use of anaesthetics
and painkillers.

It is possible to consult a specialist of veterinary medicine from
specialized institutes and that the treatment shall be according
to the ethical principles followed and to confirm the specialist>s

17
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51

52.

53.

54.

55.

tion of any participant in the research until after obtaining the
written consent of the participant himself.

.When writing a research for the intent of publication, the re-

searcher must commit himself/herself to presenting his/her
research results accurately and objectively, and refrain from
exaggerating the importance of the results, which gives false
hope to society or exaggerate the risks, which lead to growing
darkened view.

The researcher must respect the intellectual property and be
honest in conveying when quoting the opinions of others and
their necessary and useful ideas that have to do with the re-
search topic that the researcher deals with. It is not permissi-
ble to quote or plagiarize without referring to the source when
publishing any research in any means of publication.

Quotation has principles and obligations that must be adhered
to in accordance with the universal instructions of publication.
The source from which an idea or a text is quoted should be
clearly and accurately stated and material quoted should be
presented honestly so as not to be distorted or changed.

During the submission of a research project for approval and
during the submission of the research for publication, the re-
searcher must declare the existence or absence of conflict of
interest or the supportive financier for the implementation of
any research.

During publication of his/her research in a medical journal, the
researcher should move away from professional misconduct in



entific or immoral intervention. It does not include advice and
guidance to improve the quality of research work and attain its
objectives within the ethical framework.

Ethics of Publication of Health Research

46.

47.

48.

49.

50.

The researcher should aim to share the results of his research
with others by ensuring that the research is published through
well-known scientific channels such as peer reviewed medical,
and health journals and discreet scientific websites on the in-
ternet.

Have interest in the publication of positive and negative, or the
unexpected results.

The author of any research is the one who is applicable to the
definition of the International Committee of Medical Journal
Editors. S/he owns the idea, data of the research and the writ-
ten draft prepared for publication. It is not morally permissible
to add anyone who is not applicable to the above definition to
the list of authors of research. It is also not permissible to de-
prive a person who is applicable to the author capacity to in-
clude his/her name in the list of authors.

The researcher should always refer in the copy of the research
prepared for publication to the place / institution in which s/he
has conducted the research.

No mark or image shall be published that leads to the identifica-

15
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dealing with the research participants and members of the re-
search team working with him/her.

41.The researcher should present the results of the research ac-

42.

43.

curately, objectively, comprehensively and in an easy to under-
stand manner. S/he should publish the results of the research
in the peer reviewed journals whenever possible, including the
unexpected or negative results of the research objectives.

The researcher must exert effort to deliver the results of his/her
research to those who need it whenever possible. S/he should
inform the participants about the results of the research if nec-
essary for the direct benefit of the participant or at least to an-
nounce them if this is not possible.

The researcher must be honest, fair and transparent in regard
to the financial affairs of his/her research and the sources of
funding. S/he must also be fair and transparent in submitting
the financial report to the bodies funding research.

Principle 6: Academic Freedom in Health Research:

44.The researcher should be given full freedom to choose the top-

45.

ic of the research and not to force him/her to choose the topic
or the method of implementation or the method of analysis of
the results or publication by the supporting, funding or political
bodies

Coercion is the directed negative influence and the non- sci-



36.

37.

38.

the sample selection stage, must be free from discrimination
and show respect to the equality and diversity of the partici-
pants.

Private circumstances of some groups should not be exploited,
which make them easier to participate and to deal with as a rea-
son for choosing them to participate in the research.

No group or person should be excluded from being targeted
in the selection of the research sample (If the selection criteria
are applicable upon him/her), based on ethnic, religious, social
or political discrimination. In the case of such possibility, the re-
searcher must clarify the scientific evidence of this exclusion.

Topics that deepen the ethnic, religious, social or political divi-
sions should not be studied. In case of necessity, the researcher
should write in detail the scientific reasons for this selection in
the ethical protocol for conducting the research for the pur-
pose of obtaining the approval of the research committee in
the relevant department or the Central Committee of Research
Ethics in the Ministry headquarters.

Principle 5: Fidelity:

39.

40.

The researcher must be honest in conducting the research
based on the research project that has been approved by the
Research Committee in the respective Health Directorate.

The researcher should be honest, truthful and transparent in

13
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31.

32

33.

34.

Risk: It is the probability ratio of the emergence of harm on the
participant. Risk and harm may be on health or perhaps they
are physical, psychological, financial or social.

The researcher should avoid causing harm to the participant in
a direct manner. S/he should protect the participant from any
expected risk out of participating in the research.

. The researcher should strive hard to point out all the harm and

risk expected to be on the participants. S/he should develop a
clear plan on how to diagnose them as soon as possible along-
side setting a mechanism of dealing with them. It should be ex-
plained in the research project submitted for approval and in
the written conscious and informed consent form.

Under no circumstances shall the participant be deprived of
treatment orintervention approved by the latest scientific med-
ical evidence of his/her own health status because of testing
another treatment with unreliable results, whether the partici-
pant was within the treatment group or the comparison group.

Research should be stopped if the researcher feels that the re-
sults indicate that the participants are under high risk or that it
is not useful to continue using the treatment or the interven-
tion, the subject matter of the research.

Principle 4: Justice:

35.

At all stages of the research, the researchens decisions notably



26.The principal researcher should ensure that all data insiders,
by virtue of their roles in conducting the research, are commit-
ted to respecting the privacy of the participants in the research
and the necessity of not disclosing any information to any party
whatsoever.

27.The law shall be governed by and bound by its terms in respect
of legal cases where disclosure of information or data concern-
ing one of the participants in the research is required

Principle 2: Beneficence:

28. The researcher must balance all the time between the attain-
ment of the benefit of the research and the expected harm on
the participants.

29.The desired benefit out of conducting the research should be
determined to the participants and included in the conscious
and informed consent, be it written or oral. It should also be
mentioned in any research project submitted to research com-
mittees in the relevant institutions for the purpose of obtaining
their approval.

Principle 3: Do No Harm or Risk:

30. Harm: It is the undesirable results that appear on the partici-
pant due to his/her participation in the research.

11



tioned in Annex Three.
Protection of Underage or Vulnerable Groups in Society:

22.Groups that are underage or vulnerable in society are those
who do not have the mental capacity to decide to participate
in a research independently or whose decision is influenced by
the social, financial, political, ethnic or religious situation. These
groups include (minors, prisoners, incapacitated persons, and
women).

23.The participation of persons or groups mentioned in paragraph
(22) who do not have the ability to take the decision to partic-
ipate, depends on obtaining the consent of the family of the
participant or the approval of the relevant governmental bod-
ies for those who have no relatives and according to the legal
regulations in force.

24.The researcher should obtain the written conscious and in-
formed consent in all cases in which the persons covered by
paragraph (22) are involved, whether the primary researches
are direct or indirect, including questionnaires-based research.
Annex number three.

Guaranteeing Participant>s Privacy, Confidentiality of Information
and Maintaining Confidence:

25.The participants right to privacy must be guaranteed, while en-
suring that his/her own data, which is taken as part of the re-
quirements for conducting the search, is stored in a safe place.

10



18.

19.

20.

21.

of the research team, he/she must ensure that this person has a
sufficient knowledge of the research, appropriate training, and
communication skill that help him/her complete this duty in a
full and correct manner.

The type of consent for participating in the research that the
researcher should obtain, depends mainly on the type of study
and the nature of the sample used and, on the presence or ab-
sence of a direct or indirect intervention conducted on the par-
ticipating person and on the nature and magnitude of damage
expected to occur out of participating in the study. See Annex
Three for the type of consent to be obtained.

Conscious and informed consent forms shall be kept by the re-
searcher for a period of not less than two years from complet-
ing the research (completing collection and analysis of data)
and for the possibility of requiring these forms for monitoring
purposes or in case of any problems between the researcher
and the participants.

For a research that does not require a written conscious and
informed consent of the participant (based on Annex 3), the
researcher must abide by the other required conditions based
on this Code such as honesty, integrity and transparency.

The Research Committee of the respective Health Directorate
or the Central Committee of Research Ethics shall have the
right to request a conscious and informed consent, not a verbal
one, in research of questionnaires on topics that are socially,
religiously or politically sensitive, exceptions to those are men-



of his/her family should be taken. In the case of their absence
or waiting to their attendance impedes the accuracy of the data
taken (e.g. research on emergency cases) the approval of the
relevant authorities should be taken and as determined by laws
and regulations in force.

14.The consent to participate in the research is a fundamental

15.

16.

17.

and essential condition for participating in it. Therefore, the re-
searcher should not aim, out of getting the signature of partici-
pant on the CICF, to avoid legal or administrative accountability
only, but also to ensure that the participant understands all in-
formation that helps him/her make the decision independently
and without pressure.

There are two conditions for making a consent legally effective.
The first is that the person is mentally qualified and capable of
making the decision. The second is that the approval contains
necessary information that help the participating person make
the decision independently and without any psychological or
physical pressure. To observe the basic contents that the re-
searcher should include in the Conscious and Informed Consent
form, see Annex Two

The consent (written and oral) of the participant should be pre-
sented in a simple and understandable language, parallel to his/
her educational and social level, and in his/ her own language
and dialect, which he/she understands and deals with.

Conscious and informed consent is the responsibility of the
principal researcher and if he/she has authorized other member



damages resulting from the disruption of their interests or the
interests of their companions provided that these rewards are
commensurate with the amount of damage achieved and that
these amounts are clearly and transparently reflected in the fi-
nancial report of the research.

Principle 1: Respect for the Autonomy of the Person Par-
ticipating in the Research:

12.The principle of respect for the person participating in the re-
search is achieved through:

(1) Enabling the participant to make the decision to participate
in the research independently, voluntarily and without pres-
sure (see Conscious and Informed Consent form paragraphs

13-21).
(2) Protecting vulnerable groups in society.
(3) Guaranteeing the privacy of the participant, ensuring the con-

fidentiality of information and maintaining confidence in the
researchers and the process of conducting the research.

Conscious and Informed Consent Form (CICF):

13. The researcher must obtain the conscious and informed con-
sent of any participant in the research prior to his/her participa-
tion. If the participant does not have the awareness or the abil-
ity to decide whether or not to participate (para. 22), consent



10.

11.

perience and adequate and updated training that enable them
to carry out their clinical responsibilities resulting from conduct-
ing the research as effectively as possible.

Scientific knowledge on the subject of research, familiarity with
the mechanisms of conducting a research and the choice of the
pattern of study to achieve the researchens goals in answering
his/her research question are an integral part of the commit-
ment to researchss ethics, and therefore it is his/her responsi-
bility to develop his/her capabilities in this area prior to start
conducting and publishing the research.

Personal benefits such as obtaining an academic degree or a
promotion should not intersect with the main objective of con-
ducting the research, which is to find solutions to health prob-
lems.

The researcher must be objective and prevent any external in-
fluences (commercial or financial influences or political, social
or religious beliefs) that have nothing to do with the right mech-
anisms for conducting the research, which lead or influence
him/her to choose the subject of the research or determine the
method of its study or select the research sample or analyze or
publish the results. (See Annex 1 on conflict of interest).

Participation in a research is a voluntary act and it is not per-
missible to lure people with money in order to guarantee their
participation. The researcher may pay compensatory financial
rewards to the participants as a compensation for transporta-
tion fees incurred by participating in the research or for the



documents and review the researchers commitment to the
items of the research project that has been approved on.

Prior approval, any research project should include a presen-
tation of ethical considerations that the researcher will adopt
during the research, which must be complied with this Code.
(There is a field in the approval form for a research project ap-
proved by the Ministry of Health to be filled out accordingly)

. The protection of the life of the person participated in the re-
search, his health status, privacy and dignity are the duties of
the researcher at all stages of the research.

. The researcher should not make unrealistic or false promises
about the benefits of participation in a research because this
may tempt the person to accept to participate without his/her
desire.

. When conducting researches, the researchens priority should
be to guarantee the safety of the patient, respect his /her wish-
es, maintain his/her privacy and ensure the patient>s confidenti-
ality of information. It always outweighs the desire to develop
science or find solutions to any health problems that the re-
search aims to achieve.

. When conducting a clinical research that is applied to humans,
the researcher must abide by the ethics of medical practice and,
the laws, instructions and recommendations in force, which
govern and regulate the practice and delivery of health and
medical service in Iraq. The researcher should also be sure that
his/her research team members have the information, skills, ex-



Basic principles

Principle 1: Respect for human independence

Principle 2: Beneficence

Principle 3: Do no harm

Principle 4: Justice

Principle 5: Fidelity, integrity, trustworthiness

Principle 6: Academic freedom in health research

General Principles:

1.

2%

To have a look through the laws, instructions and recommen-
dations issued by the respective authorities in the area of re-
search ethics, is the duty of each researcher prior to conducting
any research. S/he must adhere to its content in all stages of
implementation, starting from the stage of preparation of the
research project until its publication.

Any researcher in the field of health should obtain the approval
of the Research Committee in the respective Health Depart-
ment on his/her research project before starting to implement
it. S/he should be committed to the implementation of the
project that has been approved on, and may not be amended
except by the approval of the same committee, which has the
right, during or after finishing the research, to see the research



Introduction:

The purpose of this Code is to ensure that health research is con-
ducted at the institutions of the Ministry of Health of the Republic
of Iraq in an ethical, professional and responsible manner, wheth-
er the researchers are working for the Ministry of Health or other
governmental or private institutions from inside or outside Iraq.
The Code aims to guarantee health research quality scientifically
and morally in a way that leads to benefit from its results to resolve
health problems. It also helps in disseminating understanding and
knowledge about the rights of patients.

The Code is implemented in parallel with the ethics of medical
practice and the requirements of work permits in the health field in
addition to other laws, decisions, instructions and orders in force,
which govern and regulate the provision of health service in Iraq,
taking into account that the right to health is one of the social hu-
man rights, which have been affirmed by national and international
legislations. It also complies with the international codes that gov-
ern research work in the field of health such as the Helsinki Decla-
ration, the Nurenberg Code, the Belmont Report, and the Interna-
tional Islamic Charter for Medical Ethics, and others.
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