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The University of Hail dedicates significant
priority to producing scientific researches that
contribute in building the local, regional and
international communities. And to approach
this, the university aims to achieve the agreed
upon scientific and ethical standards in its
objective to produce distinguished scientific
researches. For this reason, the university has
produced the guidelines of scientific research
ethics. These guidelines aim to specify the
rights and duties of the researchers. And they
also clarify the role and responsibilities of the
university in providing the appropriate

environment to do scientific researches. All of

these efforts aim to contribute positively in
the development efforts and the building of
knowledge economy of this nation.

The university aims, through these guidelines,
to promote the quality and excellence of
scientific research. And it aims to encourage
researchers to comply with ethical
responsibilities in their scientific researches.
These guidelines are part of the university’s
initiatives in the Strategic Plan of the
University of Hail (1440 — 1445 H) — (2018 —
2023 G). The strategic objective number (2)
in the strategic plan aims to develop scientific
research and graduate studies according to the
development priorities. These guidelines have
been issued after reviewing legal regulations
and rules that are connected to research ethics
and how to adhere to research integrity. It has
to be confirmed that these guidelines are in
line with the Islamic regulations and the legal
regulations and rules of the Kingdom of Saudi
Arabia.

These guidelines are mainly based on Saudi
legal regulations and rules that are connected
to scientific research system. All the
references of these guidelines are mentioned
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“are the basic and ultimate references of the

articles of these guidelines.

These guidelines consist of several sections
that include general principles and defining
the terminologies that are mentioned in the
guidelines, the rights and duties of the
researchers during conducting scientific
research, researchers and community whether
local or scientific, safety procedures that are
relevant to conducting scientific research, the
role of researchers in supervising students,
responsibilities and commitments of
researchers in conducting researches on
humans, animals and plants, and these
guidelines end with final provisions that
clarify the ultimate references for these
guidelines.

The university would like to assert that the
main objective of these guidelines is raising
awareness about research ethics and research
integrity. Therefore, the University of Hail
encourages all of its members to read all the

sections and articles of these guidelines and to |

commit to them to avoid research misconduct
in scientific researches. And that to protect
the scientific research from any misconduct
that may harm the academic reputation of the
university. The university also encourages the
researchers to carefully read these guidelines
and to commit to all of their articles before
applying for the approval of the Research
Ethics Committee to conduct their scientific
research. The university reserves the full
rights to take the appropriate procedures in
case any of its members have violated these
guidelines.
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The first section

_____(General principles)

Article one: This document represents the
guidelines for scientific research ethics, the
articles of this document are derived from
[slamic rules, internal legal regulations,
agreed upon academic norms, and the
principles of justice and equity.
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Article two: the intended meaning of the
following terms is mentioned forth therein
whenever they are mentioned in this
document, unless the context refers to
something else:

A. University: University of Hail (UoH)

l B. Research project: A scientific research
that is used to explore facts or check
them, test hypotheses, or examine
theories.

C. Researcher: a member of the
university who could be a faculty, a
researcher, or a student who conducts
the research project, its procedures
and activities whether this member has
a fulltime job, contracted or
collaborating with the university.

D. Persons involved in the scientific
research: it refers to all people who are
involved with the research project
whether they are researchers, students,
research assistants, technicians,
administrators, and reviewers.

E. Co-resecarcher: A person who
participates with the principal
researcher in executing the research
project. The participation of the co-

researcher has to gain a prior approval

by the sponsor of the research project.

.Cnngomj (Q:\\_J_)‘.)Jj co»_\:.léj cQ}i}L_Jl (_5&9[.%,05

Bl laed! AW Slbodlaadlb duads 1406 53kt
N> Bleadl yatis @la cBlisall § D3y Lol Lgolel
HOIR!
Bl daols tdaelndt
BLaSswl die ol ple Camo gl g9 Al o
9 el all jlas ol dgie Basal! gl aS8 gl
VIS cLacl By Al t}w o NS -z
0909 (2l Mo 9l ko 5 ¢y
elgan atladily dilelyorlg sl £ Minell dages !
cmiglane ol padlaze sl cmeuny (niloge 136
MW@@:WIWIQ")}uwl D
(Mg il o (gl £ el A8 )

3 el 2l sasd o il Eoll s
1 8o 0959 . gxall £ el
Ugonll dgandl cyo Aacns A5 gas 21y Laal]
2hHliall Exldl Oglaty Sy . ] £9 a0l
UM e gomall 9 alt plod] 3 Sl e
Sl £9 el Jlani] § 0)93 o

4Bdlge pady pards S Jodl 10ghgall g
caple plall Candl ey o3 of e &
b)) pamd 3l dblas cduale Lliwl pc slgu

e 5l paesal sl (sl

$ podlac] dxyunll pobsYl i0salsall
Dlolgas) @gadds ac iy ¢ plall ZSY
(] Sl 7B § gl a9 dudndi>




principal researcher in completing the
research project through specifying his
role in accomplishing the research
project.

Research subjects: all persons who
sign written informed consent to
participate as a research sample in a
scientific research whether through a
scientific survey, an interview,
examination (medical or laboratory),
diagnosis, or therapy.

. Authors: the persons whose names are
listed in scientific output through
providing genuine and vital
contributions that contributes in
producing empirical research.

. Academic freedom: the rights of the
researchers to conduct empirical
studies and research freely in light of
the internationally established
academic rules.

Research integrity: commitment to
ethical, scientific and professional
values during conducting the scientific
research that leads to producing
scientific products that are credible
and accurate.

Academic misconduct: any behavior
that contradicts with the Islamic rule,
legal regulations and rules, or
established university norms.

. Experiments on human being:
scientific research that is conducted on
a human being to test a hypothesis or
gather information.

Experiments on animals: scientific
research that is conducted on living
animals to test a hypothesis or gather
information.

. Conflict of interests: conflict of the
interests of the researcher (whether
personal, financial, or social) with
his/her professional and academic
commitments that may influence that
Its of the research.
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N. Intellectual property rights: the

authority of a person on his scientific
product of research and patent that
represent genuine contribution to
knowledge. And the rights of a person
to benefit from his/her scientific
product according to internal
regulations and rules, academic
norms, and international treaties. This
includes banning anyone else from
benefiting from this product without
permission from the holder of
intellectual property rights.

. Research risks: the possibility of

unintended harms whether physical or
psychological that the researchers or
the research subjects may encounter.
Confidentiality: respect of the research
subjects and considering their
customs, thoughts and conventions.

. The utility of research: the possibility

of emergence of something with a
positive value from the research
project. This value could be in a form
of psychological, physical, social, or
economic benefit.




(Rights and duties of researchers)

Article three: the researcher has the rights to

enjoy full academic freedom during doing

| his/her research project including:

A. Freedom of choosing the topic of the
research project and sponsoring it
within the boundaries of the
university’s objectives and the
implemented regulations and rules.

B. Facilitating the procedures of
sponsoring the research project
according to the available financial
means of the university.

C. Freedom of accessing global scientific
databases of various scientific fields
that are related to the research
priorities of the university.

D. Freedom of accessing information that
1s connected to the research project
within the boundaries of the
guidelines of scientific research ethics.

E. Freedom of publishing the results of
the research project without prior
approval by the sponsors of the
research project in a manner that does
not contradict with the implemented
regulations and rules, unless,
otherwise is agreed upon.
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Article four: the university commits to the
following to provide appropriate environment
for scientific research:
A. Promoting scientific cooperation
between researchers from various
disciplines to work in research groups
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researches through providing financial ‘
support and incentives.

B. Providing an environment that is free
from discrimination and intolerance.
And this is accomplished through
avoiding discrimination between
researchers because of their religion,
race, color, sex, or nationality.

C. Facilitating researchers’ access to
equipment, facilities and services.

D. Encouraging researchers to obtain
additional resources from external
funders within the boundaries of the
internal regulations and rules.

E. Inregards to reviewing any research
project that is funded by the resources
of the university, the university adopts
clear and declared policy that is based
on justice and fairness.

F. The university provides the researcher
with the rights of submitting a written
objection to the results of the review
in a period that does not exceed (15)
days from the date of announcing the
results of the review. Where the
written objection is submitted to
his/her Excellency the Dean of
Scientific Research, who in his/her
turn will present the objection to the
Deanship of Scientific Research
council where the council’s decision is
final after approving it by the
authority holder.
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Article five: researchers and persons involved
in the scientific research shall abide by the
following rules and regulations during their

: work on the research project:

A. Understanding the needs and problems
of the community whether locally or
internationally to be able of
contributing in discussing and solving
them.

B. Working on research projects that
provide new addition to knowledge.
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. Take the rules of justice and fairness
into consideration in regards to
sharing the financial revenues of the
research project between the persons
involved in the scientific research.

. Avoiding harm to research subjects
and working on reducing harm in case
it happened.

. Specifying the potential benefits of the
research project.

Estimating the risks that may occur
during doing the research project.

. Specify a period of time to work on
the research project and finish it.

. Make sure that objectivity 1s an
essential pillar in all stages of working
on and publishing the research project.
Implementing criteria of scientific
methodology in all stages of working
on and publishing the scientific
project.

Implementing criteria of scientific
integrity and reserving intellectual
property rights from the perspective of
the accuracy of citations and
referencing in the research project.

. Considering the rules of safety and
security during dealing with the
research subjects.

. Preserving the personal rights of the
research subjects.

. Commitment to the signed contracts
with the sponsors of the research
project including executing the articles
honestly and sincerely.

. Commitment to everything relevant to
scientific research including
regulations, rules, academic norms,
and governmental policies.

. Avoiding conflict of interests through
abusing the researcher’s influence to
accomplish personal benefits that
negatively influence the research
project, its results, or the research
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The third sectidli

(Researchers and community)

Article six: the university —as a scientific
institution- combines between
accomplishment in creativity and excellency
in knowledge in addition to preserving the
values. These are all intended to reserve
serving local and international communities
through ideal and beneficial use of
knowledge. All of these could be
accomplished through:

A. Conducting research projects that
serve the Saudi community and
contribute in its well-being, to the
extent that these research projects do
not infringe the legitimate rights of
customers, funders, or participants in
the research projects.

B. That the persons involved in the
scientific research do not commit any
misconduct that breaches regulations
and rules of scientific research that
may abuse scientific research and hold

! the persons involved in the scientific

research to accountability.

C. The persons involved in the scientific
research have to take necessary
procedures and precautions —within
the internationally accepted limits- to
avoid any risks that may endanger the
environment, the community, human
beings, or animals.

. In regards to research projects that
involve studying viruses,
microorganism, plants, and animals,

=a the objectives of such research
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In addition, all necessary procedures )

have to be taken to provide the
appropriate level of safety to living
creatures and protect the environment,
human beings, and the other living
creatures that may be endangered
during conducting the study.

Article seven: there is no place for personal
interests and desires in the research project,
and to achieve that there has to be
commitment to the following:

A. Beneficiaries or research sponsors do
not have the rights to interfere or do
anything that may risk the safety and
security of executing the research
project.

B. Beneficiaries or research sponsors do
not have the rights to have access to
personal information of the research
subjects, unless there is a prior
agreement that necessarily has to be
accepted by the research subjects or
their representatives.

C. The university is committed —within a
specified period of time- to providing
the opportunity for all to have access
to the results of research projects,
without any conflicts with the security
and interests of the country, or breach
the rights of the persons involved in
the scientific research.
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Article eight: remunerations of the persons
involved in the scientific research is specified
in the contract of the research project, or in
the terms of the grant. And the principal
researcher in the research project is
considered as directly responsible of the
financial management of the research project,
but that does not cancel the responsibility of
all the persons involved in the research
project in case of negligence, error or
overlooking from their side. In this regard, the
following have to be considered in the
financial spending:

funds have to be spent within the
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contract or the grant, and according to
the specified objects of expenditure in
the research proposal that has been
approved. The researcher may amend
some of the expenditure articles —if
he/she sees that it is in accordance
with the interests of the research
project- and this amendment is under
the condition of consulting the
Research Ethics Committee, and the
approval of the sponsor of the research
project.

The persons involved in the research
project are commiitted to obtain the
required approval by relevant
authorities before purchasing the
equipment and research machines that
are relevant to the research project.
And the persons involved in the
research project are committed to keep
the university informed in this regard.
The ownership of these equipment and
machines will be transferred to the
university after the end of the research
project, unless otherwise is stated in
the contract.
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Article nine: the persons involved in the
research project should hold their assigned
responsibilities to accomplish the research
project through following up and presenting
the facts that they have reached as they are in
a scientific manner and professionally. They
should also exercise self-criticism, discipline,
and justice in their decisions. The persons
involved in the research project should not
abuse their positions as researchers for
personal gains. And to accomplish all of the
aforementioned points, the persons involved
in the research project have to consider the
following:

A. Follow scientific methods in designing
researches to guarantee getting correct
and credible results.

Follow principles of honesty,
integrity, clarity, and commitment to
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the research project major in.

C. Respect the rights of fellow
researchers of selecting the
appropriate methods, models and
techniques to conduct their research
projects.

D. Publishing the scientific findings that
the researchers have discovered with
mentioning the limitations, and
making them available to the audience
without neglecting mentioning the

i possibility of the existence of
alternative explanations.

E. The university holds its rights to take
appropriate actions of scrutinizing the
quality of the researches, and the
ethical practices of the persons
involved in the research project, in
addition to scrutinizing the financial
aspects of the researches.
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Article ten: it is the responsibility of the
researcher to avoid behaviors and manners
that fall under the framework of academic
misconduct inside the environment of
academic research, and the must avoid the
following:

A. Not recognizing the efforts of the
persons involved in the research
project, and giving the appropriate
thanks for their efforts.

B. Exploitation of the information or
illegal seizure of intellectual property
rights prescribed for others.

! C. Any unauthorized use of the findings
of the research projects.

D. Misuse of the funds of the research
project to gain personal gains.

E. Illegal or unauthorized use of the
university’s properties and equipment.

F. Breaching the basic rights of the
persons involved in the research

! project.
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Article eleven: researchers shall avoid
engaging in any professional activities outside
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breach their basic responsibilities towards the |

university, and the researchers should adhere
to regulations and rules of the university.
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Article twelve: researchers may use the
resources of the university, including
facilities, information and equipment and this
is under the condition that the university is
compensated according to the rule of work
contracts that are adhered to in the university.
And the researchers do not have the rights to
use the resources of the university for any
purposes that contradicts with what have been
agreed upon, unless prior permission from the
university has been obtained according to the
regulations and rules of the university.
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Article thirteen: researchers shall commit to
disclosure of all inventions and discoveries
that were made during their work in the
university. In this regard, dealing with the
ownership of these inventions is according to
the university’s policy, and inventors have the
rights to share with the university the benefits
or the revenues of these inventions in
accordance with the provisions of the
university’s policies of intellectual property
rights.
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Article fourteen: the researchers shall
comumit to reporting to the university about
their participation in any agreements of
consultation or external institutional
businesses whether by themselves or any
member of their families, and this shall be
done before commitment to any agreement
between these institutions and the university,
and that include:

A. Funded projects

B. Technology licensing agreements

C. Provisions

08 Axalad! EML Ot Wl a7l e dasly)t Bololt |

w_;n dl&.ﬁi 3i 33_)\.&&“| CJ@L&J‘ g;s“ d 'QGJS_)LLD
¢‘o.mf.~‘| gb_ei OR k_siji duase sl ‘o.@.i.a.ga.: ;‘}w dusmyls-
Ol §oll 048 (0 481 b ALY B WUy
ZM dﬂ)j ¢a.’u:l.7_d|5

Agandl aplicall ]
L JgiSall pars s CLBEI Lo

Article fifteen: all the monitoring
mechanisms that are implemented by the
university shall be implemented on the
researchers, and hence the researchers shall
abide by the general principles that are
adopted by the university in regards to
isory policies on research works, and
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. Support of free and creative scientific

research that contributes in promoting
science and community.

. Preserving the rights and privileges of

the university in regards to making
available and publishing academic
works.

. Establishing ethical standards and

regulatory procedures in regards to
intellectual property, and providing
researchers with the documents,
regulations and rules that are relevant
to intellectual property whether they
were issued by the government or one
of its institutions, or one of the
scientific institutions that is interested
in scientific research.

. Encouraging research projects, in a

way that includes developing
mechanisms that recognize the rights
of all relevant parties, encouraging
developing revenues from research
projects, ensuring fair distribution of
research revenues through establishing
principles and procedures to distribute
proceeds of inventions and creative
works, protecting and
commercializing university’s assets, in
a way that insures benefit for all
relevant parties.

. Encouraging cooperation between

researchers from various research
disciplines, and that is through urging
researchers to do joint research
projects with their fellow researchers
in the university, or in the other local
or international research institutions.
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Article sixteen: due to academic work’s need
to cite from several information resources,
therefore, researchers have to consider literary
and moral aspects that preserves copyrights
when presenting and publishing ideas, and
this is according to copyright law that was
issued by the royal decree number (M/41) on
[ 2/7/1424 H.
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Article seventeen: the researcher may choose

who he/she deems are suitable to be persons
involved in the scientific research, under the
condition that the bases of selecting them is
the value and quality of these persons work,
and their capability to provide real and actual
contribution to the research project.
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Article eighteen: it is among the duties of the
researchers of the university to assist and
support local researchers, and those who
belong to deprived social groups through
providing information and consultation to
them and cooperating with them.
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Article nineteen: the researcher may
cooperate in his/her research project with
another researcher, whether the other
researchers is a member of the university or
not, where that the main researcher holds
responsibility of his/her behavior and
decisions in regards to the cooperation, and
that’s under the condition this cooperation
does not obstruct the main researcher’s work
in the university, and the other researcher’s
participation has to be clarified in the
following:
A. The research plan
B. The procedures of getting permission
from the participants in the research
C. The extent of the inputs that are
required from the researcher
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Article twenty: if the participation of the
persons involved in the scientific research
does not involve contribution in planning for
the research work and it is limited to

| cooperation in the scientific field such as field
| research, or assigned to data collection, the

following must be committed to:
A. Work according to the research plan
B. Report any additional information that
has been gathered during field work
that may influence the procedures or
the results of the research
C. Commitment to the schedule of the

@)
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the co-researcher wished to withdraw
from participation in the research
project, without breaching the specific
commitments that have been
stipulated in the research partnership
agreement
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Article twenty-one: in case the participation
of the persons involved in the scientific
research included contribution in the
development of the research plan and
analyzing data, the principal researcher must
commit to the following:

A. The rights and contribution of the
persons involved in the scientific
research have to be acknowledged in
any scientific paper that is published
based on the research project.

The rights of the persons involved in
the scientific research in the results
must be proved according to a prior
agreement.

The persons involved in the scientific
research must be notified about the
results of funding requests, research
results, and the significant findings
from it.

In case the co-researcher felt that any
of his/her rights have been deprived,
he/she may submit a written complaint
to his/her Excellency the Dean of
Scientific Research, who in his/her
turn will present the complaint to the
Deanship of Scientific Research
council where the council’s decision is
final after approving its
recommendation by the authority
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The fourth section

(Researchers and health and safety procedures)

" Article twenty-two: the university shall
adhere to vocational health and safety
provisions of the Kingdom of Saudi Arabia,
and the university must commit to the
following:

A. Protecting the health and safety of
researchers, faculty members, students
and staff,

B. Providing safe working environment
for all persons involved in the
scientific research and research
subjects.

C. Providing information in regards to
safety and potential health risks to
researchers, faculty members and
students.

faculty members and students to report
any potential risks and provide
information about safety measures
from environmental hazards that may
arise from a particular research project
to all those who are located in the
campus and adjacent to it.
E. Providing the victims that right to
submit a written complaint to his/her
Excellency the Dean of Scientific
Research, who in his/her turn will
present the objection to the Deanship
of Scientific Research council (or any
other department within the university
that he/she thinks is responsible to
process the complaint), where the

. Identifying risks that may threat health |
and safety, and encourage researchers, |
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council’s decision is final after
approving it by the authority holder.
Safety measures must be taken in case
a research project is conducted outside
the campus to reduce any potential
risks and to protect the university’s
members of researchers, faculty
members, staff and students as well as
the local community.

Article twenty-three: Protecting public
health and following safety procedures is one
of the responsibilities of university’s
members of researchers, faculty members,
staff and students. And, therefore, researchers
have to commit to the following:

A. Adhere to health regulations and
safety procedures that are
implemented in the various
departments of the university

Adhere to all health and
environmental instructions and
regulations that are issued by the
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The fifth section

(Researchers and supervising students)

Article twenty-four: the university and its
members recognize their duty towards the
academic community and students to assure
that all students who participate in academic
research activities commit to responsibility
and respect professional standards. And to
accomplish that, the university commits to:

A. The participation of the researcher or
the research supervisor in providing
suitable environment that protects the
interests of the students, research
assistants and anyone else who needs
training.

Recognizing the rights of students on

the research projects that they produce

or participate in their production, and
students shall be treated in accordance
with the general principles of the
guidelines for scientific research
ethics.

C. Providing support to students as

assistant researchers in distinguished

research projects to encourage
scientific production and creativity.

Providing additional opportunities for

those students who feel that their

training or supervision is/are
inadequate.

E. Encouraging academic departments to
meet with the students, researchers
and other collaborators, and, also
encouraging supervisors of research
groups to have regular meetings to

evaluate the progress of their work
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and deal Wlth obstacles that may

encounter students.

F. Urging the principal researcher or the
supervisor to present a good role
model for students, and treat students
equally without any discrimination.

G. Commitment to the highest standards

of research performance, and
encouraging students to develop their
critical and independent thinking.

Article twenty-five: training on ethical
values of scientific research is considered an
integral part of the university students’
training program, whether they are
undergraduate or postgraduate students. And
to enhance these values among students,
researchers shall commit to:

A. Provide a free environment to discuss
ethical issues in the training
environment.

Make every effort to ensure that
students comprehend research ethics,
and qualify students to be able to
maintain ethical values in their
research and its published results.
Support the university through
providing training courses for
postgraduate students that focuses on
scientific research ethics and
biosafety.

Commit to the shared responsibility
between the university and the
principal researcher and his/her
assistants in dissemination of the
principles of scientific research ethics
among students.
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" The sixth section

....................................

Article twenty-six: researchers shall commit
to the following when they conduct their
research projects on human beings:

A. Principles of respecting the personal
independence of research subjects,
benefits, and commitment to justice
with the research subjects.

B. Obtaining an approval from the
Research Ethics Committee of the
university before conducting
experiments on human beings.

C. All the items in article twenty-six
constitute one unit that cannot be
1solated from each other.
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Article twenty-seven: risks and benefits are
the bases that justify scientific research and,
therefore, the researcher has to consider the

following:

A. Collect relevant data and samples, and
—in some cases- alternative means that
are less risky must be sought to
achieve the benefits of scientific
research.

B. Take the feelings of research subjects
into consideration, and pay attention
to the most vulnerable groups such as
children, the elderly and people with
special needs.

C. Protect the research subjects from any
physical, psychological, social, or
economic harm or any potential
sufferings.

D. It is the responsibility of the
researcher to estimate the risks that

result from the research project, |
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and, therefore, the researcher has to do
accurate and fair balance between the
total benefits and risks that are
predicted of the research project. And
if the risks are minimum and the
benefits overweigh them, the research
project may be conducted.

E. Mention the scientific reasons for the
significance of the research project
and its scientific and cognitive
benefits for the community.
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Article twenty-eight: there must be real
justifications to conduct a research project
that are based on collecting and evaluating
information that is relevant to all aspects of
the research, studying alternative possibilities,
determining the validity of hypotheses, and
determining the possibility of risks. Hence, it
1s important to consider the following when
evaluating the research project:

A. Avoid inhuman treatment of the
research subjects.

B. Work on minimizing risks that cannot
be avoided to achieve the objective of
the research project in case human
beings are essential elements in
conducting the research.

C. One of the Research Ethics Committee
tasks is demanding the researcher to
clarify the proportion of risks that may
harm human beings and their causes.

D. In case the research project targets
vulnerable groups, the applicability of
these groups’ participation in the
research project and not-exploiting
them has to be clarified. And the
research project must consider the
nature and the degree of possible risk,
the situation of individual research
subjects, and the level of expected
degree of benefit for them.

; E. It is the responsibility of the
researcher to provide clear data and

i information to research subjects about
ible risks and expected benefits,
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subjects before getting informed
consent.

F. The primary objective of the research
project must be nurturing human
moral values and respecting human

dignity.

Article twenty-nine: the freedom of the
research subjects must be respected through
providing them the full opportunity to decide
whether or not to participate in the research
project. And this shall be after informing
them about the procedures of the research
project and things that may happen to them.
And for the safety of the research subjects, the
researcher must adhere to the following:

A. Design a clear and fair informed
consent that the research subjects
would sign before beginning the
research, to protect the research
subjects from any harm to them.

B. Provide sufficient information to the
research subjects, such as the subject
of the study and the basic data about
the research project, considering the
following:

1. The necessity of presenting
information to the research
subjects in an orderly and calm
manner, and provide them with
sufficient time to ask questions
about the research project
before they decide whether or
not to participate in the
research project.

2. Informing the research subjects
about the scientific benefits
and the risks that may arise
from accomplishing the
research project, and the
procedures that are relevant to
1t.

3. Providing the research subject
with the opportunity of asking
questions that they may feel
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research project.

C. The researchers must get the research
subjects’ signature on the informed
consent before their participation in
the research project, with considering
the following:

1. The informed consent must
point out the degree of the risk
for participating in the research
project, and the voluntary
nature of participating in the
research project.

2. Researchers must respect the
research subjects’ rights to
freely decide whether to agree
to participate or not or
withdraw from the research
project within sufficient time
that is specified by the
researcher, without any
consequences of the research
subjects’ decision on them.

3. The research participants’
abilities must be considered
during presenting information
to them, through using
appropriate language, and not
ignoring the research subjects’
awareness, maturity and
rationality degrees.

D. The researcher must maintain the
validity and creditability of the
research project through avoiding
concealing significant information
about the research project from the
research subjects, or misleading them.
Unless if concealing information from
the research subjects or misleading
them could be justified on the bases
of:

. Accomplishing the objectives
of the research project is
through incomplete disclosure
of information due to
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E. The researcher should commit to take
special precautions with research
subjects who have limited
comprehension or cognition whether it
is because they are underage, or a
result of mental imbalance that affects
their discernment such as mentally
disabled people or patients on coma,
and the precautions include the
following:

l.

scientific, humanitarian or
security considerations,

It may cause risks to the
research subjects that exceed
the minimum limits.

The existence of a plan to
inform the research subjects
and disclose results of the
research project if it is ,
necessary. ’

The researcher shall respect
and appreciate these groups,
and provide them and their
guardians with the opportunity
and time to accept or reject
participating in the research
project.

Obtaining signed informed
consent from their relatives,
legal guardians or
representatives before their
participation in the research
project.

It has to be checked that the
legal guardian has a good
knowledge about the condition
of the research subject, and the
legal guardian should be given
the rights to act on behalf of
the research subject through
observing the research project,
and the right to withdraw the
research subject from
participating in the research
project at any time, and that is
in case that he/she sees that the

25



in participation may harm the
research subject’s interest.

| Article thirty: research subjects’

participation in the research project is a
voluntary work, and the validity of the
participation is under the condition of the
participant’s or their legal representative’s
consent. And the consent must not be
influenced by any defect that affect freewill
such as coercion, deception, misinformation
and fraud. The participation of the research
subjects must not be under unjustified
pressure from people with authority or
influence, or sanctions.
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Article thirty-one: the principle of respecting
the research subjects and achieving benefit
and justice for them is based on implementing
the following:

A. Fair procedures must be followed in
selecting research subjects on
individual and social levels. On the
individual level, for instance, research
that benefits some patients without the
others should not be presented, and
there should not be individuals who
are classified as undesirable in the
research project. On the social level,
justice requires prioritizing some
groups over the others. Adults should
be prioritized over children and people
with special needs should be
prioritized over regular people.

B. A particular group should not be
solely targeted in the research projects
due to the ease of accessing this group
or its vulnerability. And these groups
include racial minorities, poor people,
people with serious illnesses, mentally
disabled people, incompetent and
prisoners. And these groups should
not be abused or manipulated.
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Article thirty-two: the privacy and

independence of the research subjects must be
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privacy should be avoided.

Article thirty-three: The researcher must
gain the trust of the research subjects and
develop it, and the researcher should avoid

. any issue that may destabilize this trust to
i avoid any harm that cannot be fixed in the

relationship between the researcher and the
research subjects. Hence, the researcher shall
commit to the following:

A. The researcher does not have the right
to share the research subjects’
information with others without the
research subjects’ consent on this
regard, except if the regulations and
laws enforce disclosing this
information for public interest (such as
the cases of child abuse).

B. The researcher shall not share the
information and secrets of the research
subjects with official authorities if the
research subjects did not want it to be
shared, except if there are legal rules
stipulate otherwise.

C. The researcher shall commit to keep
the private information of the research
subjects confidential during
conducting the research project and
after finishing it.

D. It is the responsibility of the
researcher to be fully aware about the
local regulations in regards to
confidentiality and freedom of
information.

E. The researcher shall commit to keep
on track with the modern
technological developments in regards
to information technology, to
guarantee taking suitable steps
towards assuring the protection of the
confidentiality of research subjects’
information. And the researcher shall
commit to guaranteeing suitable
balance between the research subjects’
rights of keeping their information
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information to accomplishing
beneficial scientific research.

The researcher shall commit to use the
appropriate methods and practices to
collect and save the personal
information of the research subjects.

. The researcher shall commit to

provide the research subjects with a
copy of the information that has been
collected in the research project and
present a summary of the results of the
research project.
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experiments on animals and plants is
obtaining reliable information that has high
scientific efficiency that cannot be achieved
using other alternatives.
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Article thirty-five: the researcher should
commiit to the following when using animals
in scientific experiments:

A. Develop a scientific plan that contains
details of research methodology and
procedures.

B. Preserve the experiment animals
during dealing with them and
acknowledge their sensitivity to pain.

C. Write a research methodology to be
authorizing by the Research Ethics
Committee that clarifies the plans to
treat animals in a careful and scientific
manner according the available
knowledge about the research
problem.

D. Selecting animals for experiments
forms an essential part of the success
of the study, therefore, experts should
be consulted about the health of the
experiment animals to know their
health conditions before selecting
them.

E. The needs of the animals have to be
considered when selecting them, in
regards to their general health,
microbial status, genetic
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genetic modifications to animals is not
permitted.

Scientific experiments shall be in vitro
if it was possible that they would
provide equal results to using
experiment animals, or provide better
results than using animals.

. Experiments on endangered animals is

not allowed, except for the purpose of
increasing its reproduction, and a legal
permission that is in accordance with
the regulations of the National Center
for Wildlife has to be obtained before
conducting such experiments.

. It is not allowed to conduct

fertilization between animals from
different species.

Animals have to be under the
supervision of a veterinarian or a
qualified expert during conducting the
experiments.

The housing of experiment animals
has to be taken care of to avoid

diseases, injuries, congestion, pressure |

and infection from external and
internal parasites, and that shall be
done through paying attention to
providing water, food, hygiene,
disposal of waste and providing health
care.

. Animal care should be provided by

qualified people on daily basis
including out of working hours,
weekends and holidays to ensure the
safety of the animals.

. The condition of the cages should be

controlled in accordance with the
conventions, and that includes
considering the needs of the animal to
socialize, such as physical friction,
visual and audio communication and

smell.

. The research shall commit to
observing the ethical and religious
aspects through avoiding or reducing
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anxiety, stress and fear as a result of
the research methodology, and this
shall be done through observing the
clinical signs that appear in the
animal.

N. People who wish to conduct
experiments on animals must be
properly trained in regards how to
treat them, or these people should seek
assistance from a qualified person.

Article thirty-six: experiment animals should
not be reused again in new experiments, with
the exception of animals that have been
slightly used after getting an authorization
from the Research Ethics Committee for them
to be reused.
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Article thirty-seven: if using experiment
animal in scientific research have caused it
severe pain that cannot be stopped and it
threat its life, or it lost some of its organs, the
experiment animal must be killed in a
merciful manner through general anesthetic to

| end its suffering, and in case the animal was
 at risk during conducting experiment, the

experiment has to be stopped.
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. Article thirty-eight: the researcher shall

commit when conducting scientific

. experiments on animals or plants to the

following:

A. Select the minimum number of
experiment animals to participate in
the experiment.

B. Only qualified people to deal with
animals shall be included in
conducting the experiments.

C. Commit to ethical standards in
conducting experiments on animals.

D. Avoid using plants that disrupts the
ecological balance of vegetation and
endangered plants.

E. Deal with genetically modified living
creatures according to regulations and
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The eighth section

(Final provisions)

Article thirty-nine: the rules of the Ethics of
Research on Living Creatures Act, approved
by the Council of Minister’s Resolution
number 321 on 13/09/1431 H and its
Executive Regulations that was issued by the
National Committee of Bio and Medical
Ethics of King Abdulaziz City for Science
and Technology according to the Royal
Decree number M/59 on 14/09/1431 H and
the Supreme Order number 7/B/9512 on
18/5/1422 H shall be implemented in case
there was any ethical provision that has not
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¢ Implementing regulations of the law of ethics of research on living creatures
https://prod.kau.edu.sa/Med/ali/files/Publications/Guide/National Committe of Bio
Ethics-Regulations of the Law of Ethics of Research on Living Creatures.pdf
&
https://laws.boe.gov.sa/Boelaws/Laws/LawDetails/fad7b0d1-e536-46ea-8202-
a9a700f28b03/1

e The research ethics committee (REC) guidance in the conduct of research at King
Faisal Specialist Hospital & Research Center (KFSH & RC)
https://www.kfshrc.edu.sa/store/media/8bo.pdf

¢ Saudi Food and Drug Authority
https://www.sfda.gov.sa/en/drug/Pages/default.aspx

o Federal Policy for the Protection of Human Subjects
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html

¢ Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans - TCPS
2 (2018)
https://ethics.gc.ca/eng/policy-politiqgue tcps2-eptc2 2018.html

¢ Council of Europe. Convention on Human Rights and Biomedicine (1997)
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https://www.coe.int/en/web/conventions/full-list/-
/conventions/rms/090000168007cf98

World Medical Association Declaration of Helsinki Ethical Principles for Medical
Research Involving Human Participants
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-
for-medical-research-involving-human-participants/

The Belmont Report
www.hhs.gov/ohrp/regulations-and-policy/belmont-report/index.html

The Nuremberg Code (1947)
https://history.nih.gov/research/downloads/nuremberg.pdf

Office for Human Research Protections (OHRP)

United States Department of Health & Human Services
www.hhs.gov/ohrp/

Chart for determining if a project is human participants research

Office of Human Research Protections (OHRP)
www.hhs.gov/ohrp/regulations-and-policy/decision-trees/index.html
Engagement of Institutions in Research
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/guidance-on-
engagement-of-institutions/index.html

United States Food and Drug Administration

www.fda.gov

Guidance on Research with Coded Private Info or Bio Specimens
www.hhs.gov/ohrp/policy/cdebiol.html
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