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() oyl (A (S Jliall Lmpida gl) Al ) (V) pB ) 3ala

OPEN LETTER to Study Participants

No. of Research Project Sl g g piall 8
Title of Research Project and its
ey (Sl g g il Ol 5o
duration
Principle Investigator Ol Canll ol
College/Centre S all/asyy
Mobile/e-mail JERS ISP
Type of Research Project Gl g 5
1. Annual project S5 g5 pha-1
2. Master Thesis el dls )22
3. Ph.D. Thesis ol 50 Al -3
4. Non-supported project Jsan e Cnn g
5. Other support (mention any AT da 0a Jsae iy 5
conflict of interest) (SN RIS JP )
You are (or your proxy) are invited to participate in this research (ol e W5 Al (e sl Findl g s piall 13a 8 AS jLiiall 3 ge 20/ 220 i

project, which aims to:
-1

1-
-2
fet Canl e Al giall il o Lale
The expected usefulness of the research is:
-1

2

1t Sl el a) e Lehsaa Jaiaall Hlalal)

The expected hazards from the research are:
-1
1.
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VISION d__14d) n——

2. -2
The available compensation (if any hazard occurs) is: (st hlaa digan s dalid) il gl
1 -1
2 -2
The participant's rights: sand) il (3 gia

1. Confidentiality: Your data will be confidentially treated, except by e allay Gl ALalS &y joy olila glas Jalad Cagusr lilaglaa 4y yu -]

for the research team and scientific purposes Qe (al Y i Sinl Gl (5 5m
2. Withdrawal: You have the right to withdraw for unexplained el 50 g (gh 3 il e sl lis car s Bl 2
reasons and no penalties dlle dule (il e A0 50 5 il
3. You will be informed with the research results concerning you Aalal) eliflay Bleis Al Ganyl) pxiliny e D) s Al all lgiil e -3
4. You will receive care, even if you refuse participation in this Y0 a3 13 Babinall Alial) il i) 13a 8 ) AN dlad ) A 3 4
research. el s
Name of PI and signature And 5 g el Canld) sl

Name of the participant or his proxy and signature ey 5l 4adisis Jilall 5l & jLiall o

31



(2) s Gl

Informed Consent  (sxadl s A8) gall) 5 jiivall A8 gall

No. of Research Project sl g g il B
Title of Research Project and its il ¢ 5 padl ol sie
duration

Aldag

Principle Investigator

DtV il

College/Centre S all/AI)
Mobile/e-mail JERSNSYAPN

Having discussed this research project with the research team and reviewed
the OPEN LETTER information. | agree, voluntarily for me/my proxy

U ) to participate in the study,

taking into consideration that:

1- The outcome of the study may be directly or indirectly beneficial

2- | have the right to withdraw my permission at any time

3- 1 give permission for the research team to report the findings without

revealing my name/proxy's name, taking into consideration the national

security.

o 55555 Clslaall Baal ey ndl Al e il g s ohall AB8e g

le s algel o 38 i 5 S laa Lo o sl 3851 s Lmsa il Al )

T O W I N )
A

5 tla e gl 3 pilae Bad ld Al Ll il ) 65 of Jainall (ga -1
2P U PUPIUR - PORUFPNWA N -2

0o gl fgmnsl 83 (50 Ayl milB S8 A ) Gyl cua g 3

il sl VL il 0 jumy Y Ay yi oo 54l sel

Name of the participant or his proxy and signature

Date: .o

- Approval of Scientific Research Ethics Committee date

;Mji@j‘j&u\}i &Ll {..u\

ey el Canll BT Aiad U8 (e Canall 18 o A8 pall s -
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- This approval is valid till ....................ceeeivnnn.. Al (i) o 58
Chairman of the committee signature:
(3) o gala
Osall e dal) gl ja) B A meiall
Guidelines for Ethical Conduct for Use and Care of Animals in Research
No. of Research Project il g g il 8 )

Title of Research Project and its

duration

ey Sl g gl o)) sie

Principle Investigator

Dt Sl

5. Other support (mention any

conflict of interest))

Al A Ge dsee Gy
& eobas Lﬁg’l JSS\)

(FHuadl

College/Centre S yall/Agy
Mobile/e-mail JERSNISYAPN
Type of Research Project Cadle 8
1. Annual project Gsmg s e 1
2. Master Thesis ofale Al 2
3. Ph.D. Thesis osSadll, 3
4. Non-supported project Jsee e &y 4
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Animal species, number, sex and age o yac g Awin 5o 5 O gl & 5

Reasons for choosing the certain animal o230 5 ol il ¢ g3 Ll Gl

species and number

The research team undertakes the followings: tob Lo sle) jar Jinall 3 i) sgay
1-  The animal should not be overcome by non-justified il sl 43S 3 ke Y Ly () o) Jpenpae -]
burden

Al g4 oSl die ol gl BN 2
2-  Animals should be restrained and transported in a
Allea) are 5 dond jall lleall o) jal anyg W5 J8 o) sally laia¥l -3
humane manner

Olsall Jiall se 4
3-  Taking care of the animal during the peri-operative
time with no negligence. ) o)l sle) ey dalal V) ) padl JE a2 -5

4-  No mutilation of the animal O sl Al 5 305 Ay yb daiaYl -6

5-  The animal not euthanatized unless required, With | il sy Loaeall al pe1 s aaey i) sl go Joladll b (a all 255 -7

balanced ecosystem Bahaall Gl e e LAY 5 Alaliall 5 3 Ll
6-  Care for the animal's husbandry. Aaaaall dualal) Juadls il pal) Eia (e paladll -8

7- Care for the infectious, enzootic, epizootic and
zoonotic diseases and informing for the notifiable

diseases

8- Disposal of animal's body should be in a proper

manner

The research project aims to: 1) Sl g g pall Cargy
L -1
2. -2
The expected benefits of the research are: 1ot il (e A8 il il gdll o Lale
L -1
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The expected hazards from the research are:

1.

The available compensation (if any hazard occurs) is:

The animal owner rights:

1. Confidentiality: Your data will be confidentially treated, except

for the research team and scientific purposes

2. Withdrawal: You have the right to withdraw your animals from

the study for unexplained reasons with no penalties

3. You will be informed with the research results concerning your

animals

4. Your animals will receive care, even if you refuse participation

in this research.

-2

1ot Sl el sal (e Lehsan Jaiaall Hhlal)

-1

-2

iod Dbl Gigas s 8 Aalial) by gl

-2

;&;._\ll‘rg’gﬂjm\ O sall Calia G 58a

le ey (AL Ay e slen ol i e a1

e (il 2 Y Jiad) 3l (5 g ULy

o Candl 8 AS L) S g ams i ! aY) s 2

e Al il s sl 0335 Hlnd sl (53 28

Alay Gl 1 Gl iy Sy e Aud) Sl xe 3

Loalal) Sl a

il gl Ll Gl 3 6 il g o3 dlmdy Al A 4

e gl 50 e o 3113 Baliadl) Al

Name of P1 and signature

Name of the animal owner (If applicable) and signature
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Introduction

One of the main priorities of the Taif University is supporting scientific research,
which is one of the main tasks of the university to which the knowledge society
aspires, because the outstanding scientific research contributes to solving some of
the problems of society. In order to achieve this, researchers at the university must
strive to achieve the highest standards of research while adhering to the ethics of
research. Scientific research at Taif University should abide with Islamic law and
local legal systems. Therefore, the University has formed a specialized Council of
competent experts to develop the ethics of scientific research that all university

researchers must adhere to.

Vision:
Supporting research excellence, adherence to ethical principles, and achievement

of scientific innovation in the areas of effective community partnership.

The message:
To ensure that researchers adhere to the ethics of scientific research, to preserve the
safety of researchers and research participants, to apply biosafety standards, to

follow applied research, to take care of environmental fields, and to establish a
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framework and rules for measuring the ethics of scientific research at the
university.

Importance of guidelines:

The University aims to achieve the highest standards of excellence in research
activities while adhering to the traditions and ethical standards of scientific
research. In order to achieve this goal, it was necessary to develop guidelines that
define the rights and duties of the university and researchers, and highlight the role
of the university and its responsibility in providing an conducive environment for
the scientific research.

The guidelines provide a detailed system for verifying the commitment of
university administration, faculty, technicians, students and staff to these ethics.
These guidelines highlight the rights of researchers such as academic freedom, the
provision of a stimulating environment for scientific research, resources, facilities
and services at the university and others towards society, justice, respect for the
individual, non-abuse of power etc.

The guidelines also focus on the safety procedures within the various laboratories
and research centers of the university, including levels of risk, classification of
hazardous factors, laboratory specifications that deal with these factors, safety
tools, laboratory coding, occupational safety, safe disposal of biological and

radiation wastes, supervise animal husbandry houses, provide them with the
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necessary care, and train all those who deal with them. The guidelines are based on
the Islamic religion, the source of legislation in the Kingdom of Saudi Arabia, and
also in compliance with the National Code of Bioethics and Medical research
guidelines, and in compliance with all internationally recognized scientific

traditions.
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(General principles)

Article 1: These guidelines shall be called guidelines for the ethics of scientific
research, and shall be based on Islamic law, legal regulations, customs and the

principles of justice and equity.

Article 2: The following terms and phrases - wherever stated in these Guidelines -
shall mean the meanings set forth therein unless the context requires different
meaning:

1. Researcher: "is the person who is affiliated to the university, whether researchers
or assistants or graduate students (full-time or part-time) or visiting researchers."

2. Academic freedom: "Freedom of the academic members individually and
collectively in the achievement of knowledge, and development without obstacles
or restrictions, and directing it to serve the community through research, study,
discussion, documentation, production, creativity, teaching and lecturing and other

relevant activities. "
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3. Academic misconduct: "It is the practice of behavior that is not in conformity
with the provisions of the Islamic Shariah, violation of legal regulations, or
deviation from the established university norms."

4. Experiments on human beings: "Scientific research conducted on human beings
with the aim of testing hypothesis, gathering information, transmitting knowledge,
enumerating diseases or others, and assessing the risks involved, which may
threaten human health and safety."

5. Experiments on animals: "Scientific research carried out on live animals with the
evolved nervous system to test hypothesis, collect information, transfer knowledge
and determine the risks involved, which may threaten the health and safety of the
animal."

6. Conflicts of Interest: "It means conflict of personal interest with the professional
and scientific obligations of the researcher which may affect the results of the
research, and therefore the university requires any researcher to declare any
conflicts of interest that may affect the results of the research before proceeding
with his research whether personal or social. "

7. Intellectual property rights: "The authority of the person to create whatever form
of production, as long as such production includes a certain amount of innovation,

which allows the researcher to protect his/her production and benefit from it in

43



accordance with internal regulations of the university conventions and international
conventions".

8. External activities: "Professional activities carried out by a faculty member
outside the campus for a fee, such as working in consultation with government
agencies or private companies or other work of a professional nature, with the need
to inform the university in writing."

9. Risks of research: "A complex combination of the potential harm, and its
undesirable consequences, on the participant in the research, and may be in the
form of psychological or physical harm, or social, economic or environmental
damage."

10. The utility of research: "A composite combination of the possibility of
something of positive value, related to health and well-being, and may be in the
form of psychological, physical, social or economic benefit."

11. Minimum risk: "The least harm expected from the research project for the
conduct of scientific experiments on humans, animals or the environment."

12. Research project: "Scientific research to discover or verify facts, test
hypotheses or test theories™

13- Co-Investigator: "A researcher who participates with the Principal Investigator

in the implementation of the research project, and shall be employed by agreement
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between the Principal Investigator and the Sponsor of the Project and shall be in

solidarity with the Principal Investigator in the Project.

Section 11

(Rights and duties of researchers)

Article 3: Researchers enjoy full academic freedom during their research and have
the following:

First: the freedom to choose the subject of research, and funding within the
framework of the university policy and the regulations.

Second: Responsible freedom to access the information required for their research.
Third: The freedom to publish the results of their research without taking the
consent of the financiers of the project and without prejudice to the security and

interest of the country, unless otherwise agreed.
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Article 4: "The university is committed to providing the appropriate environment
for scientific research, which requires it to:

First: Adopting wise policies, innovative programs, providing appropriate
financial support and incentives to promote outstanding research, and enable
distinguished researchers to participate in various research activities, without
discrimination based on religion, race, color, sex or nationality.

Second: Provide equipment, facilities and services to researchers, and encourage
them to obtain additional resources from external sources of funding under the
regulations in the Kingdom of Saudi Arabia.

Thirdly: Adopting a clear and declared policy for the review process of the
research projects funded by the University's resources based on fairness, without
prejudice to the right of researchers to object to the results of the review. The
researcher shall submit a written objection to the Dean of Scientific Research
within 15 days of the announcement of review results, which in turn s/he presents
the objections to the Scientific Research Council, where the decision of the

Council is final after the approving it by the dean.

Article 5: The researchers shall abide by the rules and regulations that must be
observed while carrying out the scientific research, and they shall abide by the

following:
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First: Understanding the needs and problems of the local community and the
international community, so that their research considers those needs and problems
to contribute to their solution and development.

Second: To observe the rules of justice and fairness in the treatment of members of
the research team.

Third: Avoiding to harm the participants in scientific research, and work to reduce
the harm in case of occurrence.

Fourth: To estimate the benefits of the research, identify the risks that can result
from it, and set a certain time period for finishing the research.

Fifth: To consider the objectivity at all stages of the preparation of the scientific
research until its completion.

Sixth: To consider the accuracy of the research and the application of the standards
of scientific methodology in the preparation of the research and submission for
publication.

Seventh: To consider the scientific rules in citations, and the accuracy of the
referencing to preserve the right for the owners of the cited studies.

Eighth: Observe the rules of safety and security of individuals involved in research

and preservation of their personal rights.
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Ninth: Commitment to agreements and contracts signed with researchers, and to
implement them with all honesty and sincerity, and respect the laws, regulations
and university norms and government policies related to scientific research.

Tenth: The researcher is committed not to exploit his influence in achieving
personal benefits, or abuse of the right granted to him in order to provide services,

opportunities or facilities for some researchers at the expense of others.

Section 111

(Researchers and society)

Article 6: The university as a scientific institution combines excellence in
creativity and knowledge, while preserving values and developing life skills, in
order to ensure the optimal and effective use of research knowledge to serve the
local and international community, which can be achieved as follows:

First: Conduct research that will contribute to the well-being of the Saudi society
and provide it with the results of research and information, to the extent that it does
not infringe on the right of customers, financiers or participants in research.
Second: To avoid any behavior that constitutes breaching the laws and regulations
of scientific research.

Third: take the necessary measures and precautions to ensure that the risks to the

environment, society, humans or animals within internationally accepted limits,
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and in the case where scientific research includes viruses, microorganisms, plants
or animals, the goals must be morally justified. All necessary measures should be
taken to provide the required level of safety for the living and to protect the
environment, humans and other living organisms that may be at risk during the

research.

Article 7: Scientific research is a supreme work aimed at developing society, and
there is no place for personal interests and desires in it. In order to achieve these
objectives, we must adhere to the following:

First: Beneficiaries or research financiers are not entitled to interfere or carry out
any work that would threaten the safety and security of the research. They may not
access the personal information of persons participating in research unless agreed
in advance, with the consent of the participants or their representatives.

Second: The University is committed to providing the opportunity for all to view
the results of research and studies within a specific time frame and in a responsible
manner, in a manner that does not affect the security and interest of the country or

violates the rights of human research participants.

Article 8: Determination of the salaries of researchers and participants in the

contract of the research project and in the terms of the grants. The head of the
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research project is directly responsible for the financial management of the
research project, with the responsibility of all researchers for negligence and error,
which may fall on their side in this regard, The items to be considered are:

First: the funds must be spent within the limits of the contract or grant, and in the
objects of expenditure specified in the approved proposal, and the researchers may
amend certain items, in accordance with the research interest.

Second: The research team is obliged to obtain the required approval from the
relevant authorities to purchase the research equipment for the project. It also
undertakes to inform the university about this. The ownership of the equipment
will be transferred to the university after the end of the project unless otherwise

stipulated in the contract.

Article 9: Researchers should have an interest in the areas of knowledge
enhancement. They should also be aware of their special responsibilities in this
regard, the most important of which is to follow up and present the facts they have
reached as they are. To achieve this, they must devote their energies to developing
and improving their academic competence. They should also exercise self-
criticism, discipline and justice in their decisions, to use, expand and disseminate

knowledge. They should also not abuse their positions as researchers for personal
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gain. In addition to providing their research in a scientific and professional manner,
so they should consider the following:

First: Follow the scientific methods used in the design and implementation of
research to obtain the correct results.

Second: Adhering to the principles of honesty, clarity and respect for the
professional rules of the professional specialties offered.

Third: Respect for the right of fellow researchers to freely choose the appropriate
methods, models and techniques to conduct their research.

Fourth: Dissemination of the findings of the researchers with the mentioning the
obstacles, so that these results can be evaluated and available to the public with the
need to indicate the possibility of alternative explanations.

Fifth: The University has the right to take the necessary measures to scrutinize the
quality of research, the ethical practice of the research procedures followed as well

as the financial aspects of the research.

Article 10: The researcher is always committed to stay away from the behaviors
and methods that fall within the framework of academic misconduct within the
research environment at the university, and in particular to avoid the following:

First: not to recognize the efforts of collaborators in research and not to give

appropriate thanks to it.
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Second: Exploitation of information of intellectual property rights prescribed to
others.

Thirdly: the unauthorized use of the results of clandestine research, which
constitutes an excess of academic values and scientific norms.

Fourth: Achieving personal gains through misuse of research funds.

Fifth: Illegal and Unauthorized Use of University Property and Equipment and

violation of the rights of the basic individuals involved in carrying out the research.

Article 11: Researchers shall not engage in any other external professional activity
that may divert their attention from their basic responsibilities towards the
University. They shall also maintain their academic and professional obligations on

campus, as provided for in the University regulations and regulations.

Article 12: Researchers may use university resources, including facilities,
information, equipment or confidential information as part of a contract of
employment, provided that the University is compensated, in accordance with the
provisions of the university employment contract rules. Researchers may not use
the university resources for any other purpose other than what has been agreed
upon, unless prior permission has been obtained by the University as provided for

in the University's Bylaws and Regulations.
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Article 13: Researchers shall disclose all inventions and discoveries made during
their service at the University. The ownership of such inventions shall be dealt
with in accordance with the University's policy. The inventors shall have the right
to share the University in the benefits or revenues acquired in accordance with the

provisions of the Intellectual Property Policy of the University.

Article 14: Researchers at the University shall report if they have consultative
agreements or external institutional work or any of their family members before
such agreements are approved between these institutions and the Taif University,
which include:

A) funded projects.

B) Technology licensing agreements.

C) Provisions.

In such cases it will be necessary to obtain official permission from the University
before proceeding with the conclusion of such proposed agreements or

arrangements.

Article 15: Researchers shall be subjected to all the monitoring mechanisms at the

University. They shall abide by the general principles established by the University
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within the framework of the supervisory policy on research work, including the
following:

First: Encouraging free and creative scientific research to promote science.
Second: To preserve the rights and privileges of the university in relation to the
availability and dissemination of academic work.

Third: Establishing ethical standards and regulatory procedures related to
intellectual property, and providing researchers with all documents and regulations
related to intellectual property issued by the Kingdom, or one of its institutions, or
those issued by scientific institutions related to scientific research.

Fourth: Encouraging creative research, developing mechanisms to recognize the
rights of all stakeholders, encouraging access to research benefits, and ensuring fair
distribution of research revenue by establishing principles and procedures for the
distribution of proceeds from inventions and creative works, as well as protecting
and commercializing university assets, Intellectual property, for the benefit of all
parties involved.

Fifth: Encourage researchers to carry out joint research projects with their
colleagues at the university or other local and foreign institutions, and to promote

participation among the different specialties in the various research fields.
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Article 16: Academic work includes many sources that provide concepts and
information. It is therefore necessary to emphasize the documentation and
preservation of rights when presenting and disseminating ideas. The researcher
must consider the literary and moral aspects that preserve the copyright, M / 41)

issued on 2/7/1424 H.

Article 17: The researcher may choose who he deems appropriate to work with
him as a participant in the research work, considering the value and quality of the
work of the co-researcher and that they have the ability to make a real and actual

contribution to the joint research project.

Article 18: Researchers at the University shall strive to assist and support
researchers from the local communities, as well as disadvantaged social groups, by

providing information, advice and cooperation with them.

Article 19: The researcher may recruit another researcher in his research project,
whether from the same university or from outside it. The main researcher should
be responsible for his conduct and decisions related to participation, without
impeding his work at the university, the decision of participation should be based

on the following:

55



A) Research plan.

B) Procedures for obtaining the permission of the participants in the research.

C) The extend of inputs required by the researcher.

Article 20: If the participation of researchers is limited to cooperation in a project
such as data collection without participating in the planning of research work, the
following must be observed:

First: Work according to the research plan.

Second: Report any additional information collected during the fieldwork, which
may affect the plan of conduct or research results.

Third: Adherence to the research schedule.

Fourth: Giving written notice in the case where the co-researcher wishes to
withdraw from participating in the research, considering the specific commitments

stipulated in the research partnership agreement.

Article 21: If the researcher's work exceeds the field research or the collection of
research data so that he participated in the development of the research plan and
analysis of the data, his right and contribution should be recognized in any
scientific paper published after that and prove his right to the results obtained. The
researchers involved in the search for the results of the funding requests and the

results of the research and the important outputs thereof. The co-investigator may
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submit a written complaint if he claims to have been deprived of his right to the
Dean of Scientific Research, who submits the complaints to the Deanship of
Scientific Research. The decisions of the Council shall be considered effective

after the approval of his recommendations by the author.

Section 1V

(Researchers and health and safety procedures)

Article 22: The University shall be subjected to the Occupational Health and
Safety provisions of the Kingdom of Saudi Arabia and shall abide by the
following:

First: Protect the health and safety of participating researchers, faculty members,
students and staff.

Second: Ensure a safe working environment for all participants and research
personnel.

Third: Provide information on the safety and health risks of participating
researchers, faculty members and students.

Fourth: Identify risks to health and safety, and encourage researchers, faculty and
students to report any risks. Information on safety measures should be provided
against environmental hazards that may arise from a particular project for all those

located on and adjacent to the campus. The victims are entitled to submit a written
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complaint to the Dean of Scientific Research, who presents the complaints to the
Deanship of Scientific Research Council (or who is responsible within the
University).

Fifth: Appropriate safety measures should be taken if the project is implemented
away from the university campus, to minimize risks, and protect university
members (researchers), faculty, staff, visiting lecturers, students and the

community.

Article 23: The maintenance of good health and safety procedures shall be the
responsibility of every researcher, staff member, employee or student at the
university. In order to achieve this, the researchers shall consider the following:
First: Compliance with the health regulations and the safety mechanisms used by
the various departments and research, scientific and health centers at the university.
Second: Compliance with all health and environmental regulations issued by the
Kingdom or one of its institutions.

Third: Compliance with programs related to the prevention of accidents, injuries

and research risks.

Section V

(Researchers and supervising students)
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Article 24: The university and its employees have a duty towards the academic
community and students. All students participating in academic research activities
are guaranteed responsibility and respect for professional standards. In order to
achieve this, the university must:

First: The participation of the principal researcher or supervisor of the research in
providing an appropriate environment that protects the interests of students,
research assistants and others in need of training.

Second: Recognition of the rights of students in the research work they produce or
participate in the achievement of, without limiting the benefit only to the purposes
that serve the principal researcher or supervisor of the thesis/research, and must be
dealt with on the basis of the general principles of the ethics of scientific research.
Third: Create additional opportunities for students who feel that their supervision
or training is inadequate.

Fourth: Encourage the academic departments to meet with students, colleagues
and other collaborators, as well as urge the research teams to meet regularly to
assess the work, and see the progress and obstacles that may face students.

Fifth: Urge the principal investigator or supervisor to be a good role model for
students, and equality between them without any discrimination.

Sixth: Maintain the highest standards of research performance, and encourage

students to think critically and independently.
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Article 25: The ethical values of scientific research during research are an integral
part of the training program for all students, both before and at the postgraduate
level. In order to enhance these values among students, researchers should:

First: To provide free discussion of ethical issues in the training environment.
Second: To ensure that students understand the ethics of research, and qualify them
to be able to deal with ethical values related to their research and published results.
Third: Urge the university to provide training courses for postgraduate students
related to the ethics of scientific research and biosafety.

Fourth: Dissemination of the principles of ethics of scientific research among
students, and that is the responsibility of the university and the principal researcher

and his assistants.

Section VI

(Researchers and research on humans)

Article 26: In the case of research on human beings, researchers shall employ the
principles of respect for personal autonomy, benefit, and commitment to justice
towards the persons involved in the research. These principles constitute one unit,
which cannot be isolated from each other. Obtaining the approval of the committee

of scientific research ethics at the university is compulsory for such research.
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Article 27: Ethical research is justified on the basis of an assessment of risks and
benefits. The researcher must always consider the application of ethical standards
during the planning and implementation of the study, as well as the expected
results of the research, to identify the risks and benefits resulting from it. The
researcher should consider the following:

First: The collection of relevant data and samples. In some cases, alternative
means of less serious risk must be found to achieve these benefits.

Second: Considering the feelings of the groups that are being investigated with
attention to the most vulnerable, such as children, the elderly and people with
special needs.

Third: Protect the participants against any physical, psychological, social,
economic, or potential suffering.

Fourthly: The accurate and fair balance between the total benefits and risks that
may result from scientific research. If the risks are narrow, they can be exceeded in
return for the total benefits expected from the scientific research, without
exempting the researcher from his responsibility to identify and avoid these risks
as much as possible.

Fifth: Mention the scientific reasons for the importance of the research study and

its scientific and cognitive benefit to the society.
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Article 28: ldealness should be sought via systematic analysis of risks and benefits
where possible, which requires real justification for conducting scientific research,
based on the collection and evaluation of information on all aspects of research,
consideration of alternative possibilities, validity of hypotheses. The evaluation of
the research should take into account the following:

First: Non-inhuman treatment of persons being investigated.

Second: The risks that must be met when achieving the objective of the research
should be minimized, with the emphasis if human use is an essential element of the
research.

Third: When research involves significant risks that cause harm to human beings,
the Committee of the Ethics of Scientific Research should ask the researcher to
clarify the proportion of this risk and its causes.

Fourthly: when vulnerable groups are involved in scientific research, it is
important to note the applicability and non-exploitation of their participation,
considering the nature and degree of potential risk, the situation of the individuals
involved and the level of interest expected.

Fifth: Clear data and information should be provided to those used in the research
regarding potential risks and benefits for use in the authorization procedures for

science (approval after clarification).
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Sixth: The primary objective of scientific knowledge must be to nurture human
moral values and respect for human dignity while carrying out applied scientific
research.

Article 29: Respect for persons involved in scientific research. This requires
giving them full opportunity to choose whether or not to participate in research.
After knowing what may happen to them as a result of the research, the researcher
must adhere to the following:

First: To agree with those who use them in a clear and fair manner before
proceeding with the research, in order to protect them from any harm they may be
subjected to.

Second: To provide sufficient information about those who are used in the
research, such as the subject of the study, and include the data described in
appendix (1), considering the following:

1. It should be presented in an orderly, giving the participant sufficient time to ask
guestions and make a clear decision to participate or not.

2. Contribute to the promotion of scientific knowledge, knowing the scientific
benefits and risks resulting from the completion of the research, and procedures
related to it.

3. Provide the opportunity for participants to ask questions, which they deem

necessary to identify the persons responsible for the research.
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Thirdly: Researchers must enlighten participants about the degree of risk of
research work and the voluntary nature of participation in it, as stated in appendix
2 regarding approval after enlightenment. Participants are free to accept or reject
the participation and to withdraw from the research at any time. Their decision has
no effect on the treatment they receive, and the researcher must respect the person's
decision to participate or withdraw. Information should be presented according to
the participants' abilities. The ability to understand information depends on the
language used, and the awareness, maturity and rationality of the participants in the
research, which always requires full commitment to ensure that the information is
understood adequately, especially those related to risk.

Fourth: Researchers may not conceal or mislead participants until they complete
the research because of the impact on the validity and credibility of the research.
The researcher is responsible for concealment or misrepresentation, unless it can
be justified on the basis of:

1. The need for incomplete disclosure of information to achieve the research
objectives, due to scientific, humanitarian or security considerations.

2. Participants will be at risk that exceeds the minimum.

3. Having a plan to inform participants, and to disclose research results when

necessary.
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Fifthly: Researchers should take special precautions for persons with limited
understanding or cognition, be it because of their age, as non-discriminators such
as infants or young children, or because of the mental imbalance that affects the
person's discrimination, such as mental retardation, coma patients, Displaced
persons. These precautions are as follows:

1. The researcher is required to deal with them with respect and appreciation,
giving them the opportunity and time for them or their parents to accept
participation or not in the research subject of the study.

Second: Obtaining the prior consent of their parents or their legal to participate in
the research.

3. The legal representative must have a good knowledge of the status of the
participant and have the legal authority to act on behalf of the participant to
monitor the research so that he can withdraw the participant from the research at

any time if he considers that continuing it may harm the interest of the participant.

Article 30: Participating in the research is a voluntary work, which requires the
satisfaction of the participant or his legal representative. The satisfaction must be
free from the defects of freedom of will such as coercion, deception, fraud, fraud

and fraud. Under duress, Authority or influence, or sanctions, or the application of
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certain procedures by the individual for the purpose of obtaining his or her consent

to participate in the research.

Article 31: The principle of respect for persons shall be based on their consent and
for the benefit and justice of them. In order to do so, the following shall be
observed:

First: There must be fair procedures for selecting participants in research at both
the individual and social levels. At the individual level, research should not be
useful to some patients alone, nor should undesirable persons be identified for
potentially dangerous research. At the social level Justice requires that some
groups have priority over others, and on this basis, preference may be prioritized,
such as adults before young people, or the provision of persons with special needs
to ordinary people.

Second: One group should not be targeted solely for research because it is easily
accessible and vulnerable, such as ethnic minorities, the poor, people with serious
ilinesses, mentally retarded, incompetent, and prisoners. They should not be
exploited or manipulated because of their illness or social and economic

conditions.
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Article 32: Respect for the independence of the participants in the research is the
moral basis for recognizing their right to privacy, and to decide what information
will be disclosed in the public forums of participants' behavior, attitudes of their
own, or what they wish to preserve, or shared with a limited number of intimate
acquaintances such as relatives, friends or health counselors. The disclosure of
certain aspects may sometimes be a factor that reveals the identity of the
participant in violation of privacy.

Article 33: The researcher must gain the confidence of the participant and
strengthen it, and stay away from everything that might lead to its destabilization,
because of the irreparable damage that may cause in the relationship between the
participant and the researcher or with other individuals, and in this aspect requires
the researcher to:

First: The researcher may not share information with others without the permission
of the participant, unless there are regulations or laws that are required to protect
the public interest (for example, mandatory notice when attacking children).
Second: The researcher should not inform the official authorities of the information
and secrets that the participant does not wish to report because of the harm that
may be caused to the participant, unless there are regulatory texts that stipulate

otherwise.
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Third: Researchers must maintain what can be considered confidential or special
information for the participants during and after the research, especially when the
subject of the research is highly sensitive to the psychological state or nationality
of the person involved.

Fourthly: Researchers should be fully familiar with the regulations in the Kingdom
regarding confidentiality and freedom of information.

Fifth: Researchers, in this rapid development of information technology era, must
take appropriate steps to ensure the protection of confidential information. If there
IS a public interest worthy of consideration, it allows researchers the freedom to
obtain certain private information not only to expand the scope of knowledge, but
also to serve social goals, such as the establishment of appropriate public health
care programs.

Sixth: Researchers should develop appropriate methods and practices to collect,
maintain and use the participants' personal data. Participants' data may not be
disclosed even if the participants' identity is disclosed, unless the participant agrees
to disclose it.

Seventh: The researcher must provide the participants with the information they
collected from the research project and give them a summary of the results of the

research (for example, in the case of discovery of genetic information related to the

68



//\\

-

participants and their parents, or if there is an interactive effect between a

particular drug and other drugs used by the participants).

Section VI

(Animal use in research)

Article 34: The main objective of experiments on animals is to obtain reliable
information of high scientific efficiency, which cannot be achieved without an
alternative. When using animals in scientific experiments, the researcher should
develop a plan to detail research methods and processes, with the need to observe
the following:

First: Care must be taken to preserve the experimental animals by the people who
deal with them, and to recognize their sensitivity to the pain.

Second: Any experiments on the animals should be planned in a cautious and
scientific manner according to the available knowledge about the problem of
research by writing the research methodology in a scientific way that can be
adopted by the ethics committee of scientific research.

Third: Choosing the correct animals is an essential part of the success of the study,
and animal health professionals should be consulted to determine their health status

before using them in the experiments.
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Fourth: When the animal is chosen, the need for it shall be considered in terms of
public health, microbial status, genetic characteristics, etc. No genetic modification
may be made to animals.

Fifth: in vitro experiments may be considered instead of experiments on animals if
both experiments can produce equal results.

Sixth: Experiments should not be carried out on endangered animals, except for the
purpose of increasing their reproduction, after obtaining the legal approval, and in
accordance with the regulations in place to preserve the natural environmental life
in Saudi Arabia. No fertilization may be performed between animals from different
species.

Seventh: Animals should be taken care of in the course of the experiments under
the care of a veterinarian or a qualified specialist.

Eighth: Attention should be paid to animal housing in terms of water, food,
hygiene, sleep, disposal of waste and health care, in order to avoid diseases,
injuries, congestion, pressure and infection from external and internal parasites.
Ninth: Animal care should be taken on a daily basis, even after official working
hours, under qualified care, including weekends and holidays, to ensure safety in

accordance with research requirements.
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Tenth: The condition of the cage should be controlled according to the
conventional, and taking into consideration the situation of animal needs of social
life, such as physical friction and visual communication, audio and smell.

Eleventh: Researchers should avoid or reduce anxiety, stress and fear, which can
result from the method of testing, by observing the clinical signs that occur in the
animal. The moral and religious aspects must be taken into consideration.

Twelfth: Persons who wish to conduct animal research must be properly trained in

how to deal with it or seek the assistance of a qualified person.

Article 35: Laboratory animals should not be re-used again in experiments if they
have been used before, with the exception of animals that have been slightly used
after approval by the Ethics Committee to be used again.

Article 36: In the case where the animal used in the scientific experiments
becomes incapable of life due to severe pain that cannot be stopped, or loss of

vital, it must be killed in a merciful manner.

Article 37: When conducting research on animals, the research team shall:

First: Identify the minimum number of suitable animals for testing.
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Second: Researchers, who are qualified to deal with the animal, they are the only
individuals permitted to perform the experiments, and they should abide by the

ethical guidelines according to the model referred to in Appendix 3.

Section VIII

(Final Provisions)

Article Thirty-Eight: Where no provision is made in these Guidelines, the rules
contained in the Code of Ethics for Research on Living Creatures and its
Implementing Regulations (The Ethics of Research on Living Creatures Act,
approved by Council of Ministers Resolution No. 321 of 13/9/1431 H) And its
Executive Regulations established by the National Committee for Bioethics and
Medical Affairs of the King Abdulaziz City for Science and Technology, based on
the Royal Decree No. (M / 59) dated 14/9/1431 H and the Supreme Order No. (7 /

B /9512) dated 18/5/1422 H) . Appendix No. (1).
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Appendix (1)

OPEN LETTER to Study Participants

No. of Research Project

Sl g g il 8,

Title of Research Project and its

duration

ey Sl g g pdall o)) sie

Principle Investigator otV bl )
College/Centre 3R all/ALK
Mobile/e-mail JERS ISP
Type of Research Project Gl g 5
6. Annual project S5 g s pe-6
7. Master Thesis fieale Al -7
8. Ph.D. Thesis ol iy Al )-8

9. Non-supported project

10.Other support (mention any

conflict of interest)

Jsee e Cp9

GoAlda e dsae &iny 210

(iaall b ol 1S3

You are (or your proxy) are invited to participate in this research

project, which aims to:

3-

4-

The expected usefulness of the research is:

The expected hazards from the research are:

o)l Chngr 525 A gad (o 51 il g el 138 8 A8 Lkl 5 52 20/ 5230 ol

-3

4

1ot il (e A8 giall 3l il o Lale

-3

-4

(A Caandl) BN uﬂL«jj.\A Sataall )Lu\

-3
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VISION d__1d)

1. -4
2. (ot hlie Cigaa Jla 8 daliall il sl
The available compensation (if any hazard occurs) is: -3
1 -4
2. sl 8 Ll (5 s
The participant's rights: Sy e allay 5l s AL Ay oy olila lae Jalad Cogur; o glan By -5

Aadde (il 2 Y i) il (s e
5. Confidentiality: Your data will be confidentially treated, except

for the research team and scientific purposes el 505 g (gh 3 il e ) dlis car s B Glis L6

eile Gl Gl g 34l 505 cland
6.  Withdrawal: You have the right to withdraw for unexplained

reasons and no penalties Lalall elillay Galati Al Canll iliny e D) phiw Al all elgiil 2 7
7. You will be informed with the research results concerning you Y0 a3 13 Bl Alial) il Can ) 138 8 ) EY) by A 3 -8
e sl s

8.  You will receive care, even if you refuse participation in this

research.

Name of PI and signature An g g Gl Caaldl
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Appendix (2)

Informed Consent

No. of Research Project sl g g il B
Title of Research Project and its il ¢ 5 padl ol sie
duration

Aldag

Principle Investigator

DtV il

College/Centre S all/AI)
Mobile/e-mail JERSNSYAPN

Having discussed this research project with the research team and reviewed
the OPEN LETTER information. | agree, voluntarily for me/my proxy

(et ) to participate in the study,

taking into consideration that:

4- The outcome of the study may be directly or indirectly beneficial

5- | have the right to withdraw my permission at any time

6- | give permission for the research team to report the findings without

revealing my name/proxy's name, taking into consideration the national

security.

8 55555 Clslaall Banl ey il Al e il g g kel A 3

le s algel o 38 i 5 S laa Lo o sl 3851 s Lmsa il Al )

T O W I N )
A

5 dla e gl 3 pilue Bl il Al Ll s ¢ 65 o Jainall (ga -4

i iy (g 8 S e nnn I (3 -5

0o gl fpansl 83 (50 Ayl mili 55 ) Gyl cun g -6

il sl VL il 0 jumy Y Ay yi oo 54l sel

Name of the participant or his proxy and signature

Date: .o

- Approval of Scientific Research Ethics Committee date

;Mji@j‘j&u\}i &Ll {..u\

ey el Canll BT Aiad U8 (e Canall 18 o A8 pall s -
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...................... i Ay s 438 sal) 028

- This approval is valid till ....................ceeevnnn... Al (i) o 58
Chairman of the committee signature:
Appendix (3)
Guidelines for Ethical Conduct for Use and Care of Animals in Research
No. of Research Project sl g g il 8 )

Title of Research Project and its

duration

ey Sl g gl o)) sie

Principle Investigator

ol Gl ol

6.  Annual project

7. Master Thesis

8. Ph.D. Thesis

9. Non-supported project

10. Other support (mention any

conflict of interest))

College/Centre 3R all/ALK
Mobile/e-mail JERSNISYAPN
Type of Research Project Cundly 5

Ssmg e 6

Dfealedll, 7

S, 8

Jsae pe &ny 9

Al A ge dsme &y 110
& bl Léi )an\)

(asd

Animal species, number, sex and age

o_ac g dmin godde g ()l sall ¢ 58

Reasons for choosing the certain animal

oaxe g (j) ol & g3 HLia] il
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species and number

The research team undertakes the followings:

9-  The animal should not be overcome by non-justified
burden

10- Animals should be restrained and transported in a
humane manner

11- Taking care of the animal during the peri-operative
time with no negligence.

12-  No mutilation of the animal

13- The animal not euthanatized unless required, with
balanced ecosystem

14- Care for the animal's husbandry.

15- Care for the infectious, enzootic, epizootic and
zoonotic diseases and informing for the notifiable
diseases

16- Disposal of animal's body should be in a proper

manner

ool o Ble ol Gl 2gniy

il sl 288 b ke Y Ly o) saall Jpant pne

ity 4 oSal) sie ) sonlly 38

Allaa] a5 il Cilileal) o ja) 3a g ol 5 U8 o soall sleia ¥l

Ol Sl e

Ll ) sl sle ya g Aalal ) Gl sl J8 aae

Ol saadl Al 5 39335 5 Ay L)

Ak ginall s Lptacall ml a1 L ans ) gl g Jalal & G sall & 55

bl ml e e LAYl AL 5 &l

Aagaaal faadal) Jadly ) gal G e aladl

-9

-10

-11

-12

-13

-14

-15

-16
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The research project aims to: 1) Sl g gl Carg

3. -3
4. -4
The expected benefits of the research are: 1ot il e A giall 1 gall o Lale
1. -3
2 -4

The expected hazards from the research are:

1.
1ot Sl el ja) e Lghsaa Jaiaall Hlalall
2.
-3
The available compensation (if any hazard occurs) is:
-4
1.
it bl igaa Jla 8 daliall iliay gail)
2.
-3
The animal owner rights:
-4

5. Confidentiality: Your data will be confidentially treated, except
a8 L o) giall Caalia (3 5
for the research team and scientific purposes

e el (s AL & oy e glae Jaloh it e ea gy 5
6.  Withdrawal: You have the right to withdraw your animals from
Aale ale Y b Gl Gaoil (s s iy
the study for unexplained reasons with no penalties

b Canll A LA el g ams dlia er ClaiY) Al 6
7. You will be informed with the research results concerning your
ele Zubu Gl ge (g (505 lal ehal 0 <5
animals

Uay Gl ) Gl gy oDy wi dwlall olgil 2ie 7
8. Your animals will receive care, even if you refuse participation
Falal) bl g
in this research.

il paall Bl Gl 134 b ol g o 3 Slmdydlla 5 8

e sF s e a3 1) sabiaad) Al
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