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A Forward by ,,,,
President of Assiut University

Research and scholarship of all forms are worthwhile in

themselves and critical to the future prosperity of Egypt. A

strong research base provides the foundation economic

growth and helps to make us a more competitive nation.
Excellent research worldwide has recognized as the

a1 ¢

our achievements represented by the great jump in the research publication rate and

key for the nation's development. Indeed, we can be proud of

by the excellent reputation made by our researchers.

In order to impreve our rank, we must be sure that the performance of our
research is underpinned by highest standards of rigor, respect, and responsibility as

excellence and integrity are intimately linked.

| appreciate the establishment of Assiut University Research Ethics
Committee (AUREC) and.also, | welcome the'issuing.of this guidebook representing
the “Research Ethics and Research Integrity" and showing the researcher and their
funders commitment in addressing the challenges to‘increase the quality of research
to gain the society trust. I hope-it will be a good guidance to our researchers to
achieve the University goal "Production of Rigorous, Honest, Cutting-edge and

Respectable research”.

Professor/ Ahmed Mohamed Kamal El-Minshawy
Almed EL-inskany

Assiut University President
Assiut, Egypt 2022



Preface by,,,,,
The Head of AUREC

Research Integrity outlines the principles of good
research that apply to all research within the territory of the
Assiut University. It is one of the core standards for research
Institutes. It remains based on principles that apply generally |

to research in health and social care.

Whatever the context of the researcher, the interests of '

all reasonable steps to protect the dignity, rights, safety, and wellbeing of

participants. We must be aware about risks, and the way to manage them.

A famous dictum states that “investment in research saves lives"”, and that is

why we struggle to provide good basics for doing good research.

Public confidence in research, built on internationally recognized standards of
good practice, is vital if we are to-achieve the ambition of being leaders in our region

and then being a good sharer to the advancement of the human being.

All of us; as members of the AUREC will strive'to meet the international
standards of research integrity. Many definite obstacles are present in the road of
good research, but we shall put ourselves on the right road building new generations

of competent researchers.

Professor/ Mahmoud Ahmed Mahmoud Abdel-Aleem

MW atemoud, +Hbdel- Heem

Head of Assiut University Central Research Ethics Committee (AUREC).
Assiut, Egypt 2022
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AUREC Committee
Prof. Mahmoud Abdel-Aleem Mahmoud

He was graduated from the faculty of Medicine 1994, obtained his
Master and Medical Doctorate degrees in Obstetrics and Gynecology
2000 and 2006, respectively. Since 2016, he is a professor of Obstetrics
and Gynecology, Assiut University. Prof. Mahmoud Subspecialty fields
are gynecologic endocrinology, infertility management and gynecologic
laparoscopic surgery. He co-authored some Cochrane reviews and
participated in multicenter trials held by WHO and other international
organizations in the field of perinatal medicine. He is the chair of
International Review Board (IRB) at faculty of Medicine since 2017 and
a member of the national IRB committee. Currently, the head of Assiut
University Research Ethical Committee (AUREC).
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Dr. Khaled Salah Said-Abdelmagid

He got B.Sc. of Architectural Engineering (1993), Faculty of
Engineering, Assiut University, and currently, an Associate Professor in
Architectural Engineering (2012), Director of “Engineering Studies and
Consultations Center” (2019) at Assiut University. He published 29
research papers, participated in 3 research projects, supervised 7
awarded M.Sc. and Ph.D. dissertations, and 7 .M.Sc. and Ph.D.
dissertations currently under supervision.

Prof. Hassan Mohamed.Hassan El-Hawary

He obtained Bachelor of Science “Mathematics” Faculty of Science,
Assiut University (1980) and promoted a Professor in Mathematics Dept.,
Assiut University (2001). Vice Dean for Education and Student Affairs
of Faculty of Education in New Valley, Assiut University (2002-2004),
Vice Dean for Graduate Studies and Research (2004-2008), Vice Dean
for Education and Student Affairs (2008-2011) and Dean of Faculty of
Science, Assiut University (2011-2018). He was editor in Chief (2004 —
2008) in Assiut University Journals of Mathematics & Computer Science,
Physics, Chemistry, Geology, Botany, and Zoology. He produced more than 50 Academic Papers.
He is an academic Supervisor for 25 Ph.D and 25 M.SC. thesis. He is a trainer at Faculty and
Leadership Development Center in Assiut University, Egypt, from 2007 till now. He is external
reviewer of national authority quality assurance and accreditation of education, 2011 till now.
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Prof. Ahmed Saber Mahmoud Mohammed

He is graduated from Faculty of Arts (1982), Currently, a Professor in the
Faculty of Arts, 2015 and Dean of Faculty of Arts, Assiut Univ. 2018- now.
Aside from publishing a number of Research papers in National and
International Journals, he supervised many PhD and master thesis and
dissertations. He is reviewer and Member of the Editorial Board for
National and international Journals and external Reviewer, National
Authority for Quality Assurance and Accreditation of Education.

Dr. Maryam Abdelmalek Elkomaos

*;\
She obtained master degree in Law, 2007 and PhD in Civil procedures
from Faculty of Law, Cairo University, 2015. Currently, Teacher of Civil / Y
Procedures, Faculty of Law, Assiut University and an Egyptian

parliament member of the Constitutional and Legislative Affairs v
Committee.

involves study of the role of antioxidants and its nanoparticles in healing and i
preventing toxicity with certain xenobiotic. He published about 90 papers in

local and International Journals and supervised about 40 M.Sc and Ph.D thesis in Physiology,
Pathology, and Toxicology. He is a member of Environmental Studies and Research Center at

Assiut University and Permanent Scientific Committee for Scientific Promotions for Zoology and
Entomology, 13" and 14" session.

Prof. Hossam-Eldien Mohamed Omar

He obtained B.Sc (Zoology) at 1983, Assiut University and currently,
Emeritus Professor of Physiology, at Zoology Department, Faculty of
Science, Assiut University. His ongoing research is helping expand our
comprehension of the complex control of oxidative stress, the complication
of certain diseases in animal models such as diabetes, obesity, tumors,
azospermia, and parasites infections and the role of certain natural antioxidant
in amelioration of such diseases. A second area of active investigation




Assiut University Research Ethics Guidebook AUREC Committee

Prof. Medhat Moreed Sadek Shehata

He obtained Ph.D. (1995) in Entomology from Faculty of Science, Assiut
University, jointly with Karl-Franzens-Universitat Graz, Austria and currently
a Professor in Zoology Dept., Faculty of Science, Assiut University (2012).
He was a Vice-dean for Community Services and Environmental Affairs
(2015); and Vice-dean for Education and Students' Affairs (2016); Faculty of
Science, Assiut University. He published about 26 papers in international
journals and conferences.

Prof. Maged Salah Mahmoud Mohammad

He obtained Bachelor of Medicine, Assiut University (1984), and promoted
Professor of Clinical Pathology, Assiut Faculty of Medicine- Assiut
University (2011). He published about 41 research articles in national and
international Journals.

Dr. Helal Fouad Hetta Hussein

Currently, an associate professor of medical microbiology and immunology,
Faculty of Medicine, Assiut University, since 2021. After. his graduation in
2004, he was appointed as demonstrator at the department of medical
microbiology and immunology, Faculty of Medicine, Assiut University. He got
his PhD in 2015 as a joint supervision between University of Cincinnati College
of Medicine, USA and Assiut University (2012-2015). He was rewarded the
Assiut University best PhD dissertation award 2017. Dr. Hetta was appointed as
post-doctor fellow at the department of internal medicine, University of
Cincinnati College of Medicine since 2018 till 2020. He was granted the Mentor
excellence award from University of Cincinnati, college of medicine, USA in
2019. Dr. Hetta had achieved a fast-track promotion and excellence to associate
professor of Medical Microbiology and immunology. Dr Hetta have a strong track record in
publications with more than 150 PubMed and Scopus indexed papers in high rank journals as
Lancet, Lancet global health, Lancet oncology, medical virology, microbiology spectrum...etc.
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Theriogenology (2022). He is the manager of IT unit in faculty of Vet. Med. since
2013 till now, Prof Timor published 30 international papers, 2 international book
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students. He is a project manager, for many scientific project and he is interested |
in reproductive biotechnology, Doppler ultrasonography and applying
microfluidic for reproductive biotechnology

Prof. Hatem Mohamed Toughan Soliman

He is graduated from Faculty of Veterinary Medicine, Assiut University (1993),
and currently a professor at Aquatic Animal Medicine and Management
Department. He published about 60 international research articles, his h-index is
19 and the total citation is 966. He has got the State Encouragement Prize in
Agricultural Sciences 2015 and First Class Medal of Distinction in Veterinary
Medicine Sciences 2017 award from the USA. Prof. Hatem was a Pl in RNA
interference (RNAI) as a potential control for springviraemia of carp virus in
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2016 and his running project (October 2022 - September 2024) is about
Application of CRISPR-based technologies in fish medicine in Egypt which funded from the
STDF.

Prof. Manal Abdallah Mohamed Mahmoud

She is graduated from Faculty of VVeterinary Medicine, Assiut University (2000) =
and currently a professor in the Department of Animal and-poultry Hygiene and ‘ —\ ¥
Environmental Pollution, Faculty of Veterinary Medicine, Assiut University
(fast-track 2021). Prof Manal (P1) established a video conference unit in the | !
Faculty through a project funded by the STDF (2022). She was appointed as } g V /

\ &7
deputy director of the central laboratory of the faculty, that obtained accreditation N\ /
(2022) in Aflatoxin and heavy metals analysis in food. Her ongoing project (Co ST i)
P1) is about the effect of nanoparticles of zink oxide and silver on poultry welfare \\:—.:"

N

which funded from Assiut University. Her principal research interest is air and

water environmental pollution and their removal using natural materials, novel and rapid diagnosis
methods for biofilm thickness diagonsis in the field environment, animal waste and wastewater
treatment, health risk assessement for conaminant exposure, natural growth promotors and
nanomaterial that ameliorate health and production problems in poultry farms.
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Chapter 1: Introduction

Ethics are the rules that govern our own and others’ expectations and behavior. Research ethics
is a set of ethics that governs how scientific research is conducted in research institutions and how

its findings are disseminated.

The progress of countries can only be achieved through scientific research that is committed to
scientific integrity. The scientific method and research ethics have an integrative relationship.
There is no science without ethics, and ethics alone is unable to create civilizations. Therefore,
scientific research requires a moral and ethical dimension, in addition to the scientific
methodological dimension. Thus, the researcher's commitment to ethical and behavioral values is

associated with the efficiency, quality, and credibility of their scientific research.

Academic integrity is one of the most important ethics for researchers and authors. It involves
avoiding the violation of scientific research, and earns researchers and authors trust and a
reputation of scientific integrity. The integrity of scientific research is, simply, to conduct scientific

research with responsibility and honesty vis-a-vis researchers, supporters, and the greater society.

Research work is a special trust which is given to scientific researchers in all scientific, social, and
humanitarian specializations. Therefore, it is necessary to demonstrate integrity, credibility, and
scientific and objective honesty in all research procedures in order to achieve reliable results of
scientific and societal interest. Scientific integrity is a behavior, not a moral principle, and when it
is violated becomes one of the aspects of scientific and educational corruption. In this way it is not

much different from other aspects of corruption.

Scientific integrity is one of the elements of scientific research writing, and is one of the pillars of
personal preparation for any study, along with scientific ability, psychological aptitude, personal
skills, humility, and objectivity Scientific integrity is manifested by researchers’ attributed the ideas
and jurisprudence to its possessors not ascribing to themselves. The more closely researchers
comply with the rules of scientific integrity, the more genuine and valuable they are to their

research.
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The concept of integrity in scientific research is in urgent need of strengthening, both among
researchers and students in our universities. Therefore, enhancing integrity is a concept and
practice that requires the establishment of a strong infrastructure and the preparation of a charter
that regulates the conduct of scientific research. It must define how interactions between the
environment, humans, and animals are conducted, as well as with supporters and participants in
scientific research itself. It must also identify harmful research behaviors or unethical scientific

research practices.

Among the violations of scientific integrity is the seizure of intellectual rights and the misconduct
related to associated ideas and opinions. Research misconduct is considered one of the most
prominent violations in scientific and academic research, which can take the form of
impersonation, falsification of results, or fraud in scientific works or publications. These can be
intentional or unintentional, or may reveal a lack of awareness or a lack of knowledge of scientific
research technologies. Therefore, it is necessary to strengthen research integrity to avoid or

confront the phenomenon of research misconduct.

In this handbook, the Assiut University Research Ethics Central Committee presents to the
University's affiliate researchers and students the scientificethics fundamentals that must be met
by those who conduct scientifiesresearch in orderto ensure the production of highly credible,

transparent, and high-quality scientific research:
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Chapter 2
Research Ethics Committee (REC)

Assiut University is committed to maintaining high ethical standards in the research undertaken
by staff and students.

Institutional Review Board (Research ethics committee) has an important role in ensuring the
ethical standards and scientific merit of research involving human and animal subjects. Its specific
responsibility is reviewing research that involves human participants, data, or material prior to the

commencement of research undertaken by staff and research students (registered for M.Sc., MD).

Chapter 2: Research ethics committee

1. Research ethics committees must include

1) Commitments placed on the ethics committee

2) Potential research subjects should be adequately informed
about any research they are asked to participate in.

3) Main Job of IRB

4) What are the different phases of risk/benefit.assessment?

5) Assessment of the justifiability of research should reflect at
least the following considerations:

6) Accident reporting

7) Full review by.IRB

8) When is ethics review by IRB not required?
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Chapter 2: Research Ethics Committee (REC)

Review by a research ethics committee is required by international ethical standards governing
research involving human participants, as well as by local law in many authorities
The main responsibility of a research ethics committee is to protect potential participants in the
research, but it must also consider potential risks and benefits for the community in which the
research will be carried out. Its goal is to promote high ethical standards in research for health.
Membership
REC has a multi-disciplinary membership that includes academic researchers from across the
departments and non-research lay members from within and outside the University. In the light
of their role in identifying and evaluating the risks and benefits of research,
1.Research ethics committees must include:
1.1. Individuals with scientific and medical expertise.
Committees must be able to assess the scientific validity of the study design to ensure that it can
produce reliable information.
Even in case where some research oversight systems, the primary responsibility for scientific
review rests with separate “scientific review committees”, it is important for the members of the
research ethics committee to have.a basic level of scientificacquaintance.

a. Non-scientific members:

- Toidentify social, legal and cultural types of risks and‘benefits.

- To perform value judgments .as well as scientific. analysis: to determine whether the
relationship between them is reasonable requires. A diversity of backgrounds and
qualifications (in medicine as well as law, social sciences, etc.) can help ensure that these
judgments are not inappropriately dominated by a single perspective.

Social diversity and gender balance should also be reflected in the committee’s composition.

The membership should be designed to minimize the potential impact of conflicts of interest on
the decision-making process. For example, it is important for institutional research ethics
committees to have members who are not affiliated with the institution and for Government-

sponsored committees to have members who are not employed by the Government.
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b. Members who have a conflict of interest with respect to a study should not
participate in the review of that study.
2. Commitments placed on the ethics committee.

2.1. Commitment to participants: Ensure that the rights of research participants are protected.
This is achieved by ensuring that individuals receive sufficient information, which can be easily
understood, and ensuring that appropriate strategies are in place to protect participants from
potential adverse consequences of the research.
Commitment to society: Society provides the resources for research and will ultimately be affected
by the results.
2.2. Commitment to the researcher. The research proposal should be treated with respect and
consideration. On the other hand, all researchers should welcome the contribution made by
research ethics committees to the research process because they help to ensure that research
meets the high ethical and scientific standards expected by society

a. Commitment to protect the rights of research participants
The obligation to protect the rights of research participants is described as the main function of
research ethics committees. There are two main ways in which ethics committees can meet this
obligation:
By ensuring that potential participants can acquire and. understand the information needed to

make a valid decision to enter the study.

3. Potential research subjects should be adequately.informed about any research they are
asked to participate in.

1- Information should be accurate and honest.

2- Key issues which must be addressed within the written information:

3- The use of simple language

4- The listing of potential side-effects

5- The voluntariness of participation.

6- The written information should demonstrate the researcher’s respect for the participant’s

autonomy (the researcher should respect their decision).



Assiut University Research Ethics Guidebook Chapter 2
Research Ethics Committee

7- In addition, to the written information, the researcher is also obliged to provide verbal
information.

8- This written information undergoes scrutiny by the ethics committee which frequently
requests amendments. The unprofessional members of the ethics committees play an
important part in ensuring that the written information can be easily understood.

9- Ethics committees require that a copy of the written information be sent with the ethics
application.

10- The researcher is also asked to confirm that they have included relevant details in the
written information.

11- The research ethics committees place emphasis on the provision of written information
for participants.

12- By ensuring that facilities.and insurance arrangements are adequate to manage with
untoward consequences of the research.

13-The research ethics committee should establish what potential side-effects exist and
ensure that the research team is able to deal with them when they occur.

14-The researcher is expected to describe potential risks and side-effects in the application
for ethical approval.

15- The ethics committee willnot allow research'to progressif the potential risks outweigh the
potential benefits. There are potential risks with all research and strategies should be in
place to deal with them.

16- Commitment to society

Research ethics committees have an obligation to society because:

a. Society provides the resources for the conducting of research

b. Society will be affected by research findings.

c. This implies that ethics committees have an obligation to assess the scientific merit of
research proposals. If the research does not have a potential benefit to society, it should

not progress.
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d.

e.

f.

Research Ethics Committee
It is argued that the scientific merit of research is established prior to applying for ethical
approval and that it is not within the merit of the ethics committee to consider scientific
merit.
It is essential that the scientific merit of research be established before the ethical issues
can be considered.

A study that does not possess sufficient scientific merit would be unethical.

17- Major scientific societies clearly states that the ethics committee should only approve

studies which are of good quality.

18- Researchers occasionally argue that ethics committees do not possess the expertise to

undertake this scientific review. So, ethics committees should call for external advisors

when their existing expertise is inadequate.

19-If the ethics committeerdenies approval for proposals that it believes do not possess

sufficient scientific_merit it is fulfilling its obligation to society. In doing this the ethics
committee is protecting society from research that is not considered worthwhile and

should not have limited resources wasted on it.

20- Commitment to researchers

a.

b.

C.

d.

Researchers have a right to have research propesals treated with respect and due
consideration.

Researchers are under pressure to produce results but the process of applying for ethical
approval can place unnecessary delays on researchers and their work.

The ethics committee should. strive to give their. decisions to researchers as soon as
possible

There may be some room for diversity due to the subjective nature of ethical
considerations and local needs, but it is clear, from this brief examination, that obtaining

ethical approval can be a complicated and time-consuming process.
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Main Job of IRB:

Reviewing the proposal: the methodology should be appropriate because unsound
methodology is unethical. A badly designed study that will not result in usable data cannot
support any level of risk.

Performing risk assessment (Evaluation of risks and benefits) for the proposal to ensure
that research risks are properly managed.

Ensuring accident reporting.

Performing risk assessment (Evaluation of risks and benefits): A core task of the ethics
committee that is governed by the following facts:

The complexity of the risk, as well as the uncertainty of the potential benefits of research,
make the process of risk/ benefit assessment a significant challenge for research ethics
committees.

Risk/benefit assessment does not stop at the individual; it must also consider communities
and health systems.

The risks of research are not limited to potential physical harms, but can also include
psychological, social, legal, and economic consequences.

Evaluation of the benefits of research must distinguish between direct benefits for the
individuals who participate.in.the study, expected benefits for the community in which the
study will take place and potential benefits to science and the world at large.

ldentifying and evaluating risks and benefits is not a purely scientific challenge. It requires
the involvement of all stakeholders in research,.including investigators, community and

civil society representatives, lawyers, health authorities, etc.

What are the different phases of risk/benefit assessment?

Risk is first and foremost a task for the investigator, who must specify the nature,
characteristics, and scale of the risks in the research protocol submitted to the research
ethics committee.

The committee should carefully consider the description of risks contained in the protocol,

but it should not assume that this description is necessarily accurate or complete.
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9-

Research Ethics Committee
The level and type of risks to which participants may be exposed must be described in
detail in the protocol.
Committee members should not, however, base their assessment solely on the
information in the protocol, but should also actively seek out additional information,
consulting experts and exchanging information with other committees when appropriate.
Quantitative and qualitative evaluation of the risks and benefits for participants and their
community presupposes that the members of the committee are properly trained and
well-acquainted with the social, cultural, and economic context. A multidisciplinary
approach is essential to the quality of the evaluation, and the composition of the
committee must ensure that the required skills are represented. Continuing education for
committees, together with sharing and critical analysis of experiences with other
committees, help considerably in enhancing their skills.
Identifying expected benefits: Medical research involves different types of interventions.
Interventions that hold out the prospect of a direct diagnostic, therapeutic or preventive
benefit for the individual participants. Some ethical guidance documents state that these
types of interventions should not be provided in the context of research unless there is a
reasonable basis for expecting that they will be “atleast as advantageous to the individual
subject ... as any available-alternative”
Interventions that do not hold out the prospect of direct benefit for the subject but are
expected to produce scientific information that may benefit society in the future. The risks
presented by such interventions:must be “reasonable in.relation to the importance of the
knowledge to be gained
These two types of benefits must be clearly distinguished from benefits (“incentives”)
participants may receive in exchange for their participation, such as payments for time
spent participating in the study. While study participants may value these incentives, the
research ethics committees should not consider them “benefits” of the study for the

purposes of the risk/benefit assessment.

10- Evaluation of the risk/benefit ratio
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11- Any type of research must be preceded by a scrupulous evaluation of the relationship
between the risks and the potential benefits for the participants and/or their communities.
This evaluation requires a thorough and up-to-date knowledge of the scientific literature.
12- Comparison of the risks and benefits of research must avoid two pitfalls:
a. Underestimating the risks and/or overestimating the potential benefits, either of
which can result in exposing participants to unjustified harm
b. Overestimating the risks and/or underestimating the potential benefits, thereby
holding back potentially beneficial research.
13-In the field of research, there is no such thing as zero risk; however, ethical review of
research must contribute to a practical solution in order to minimize risks and maximize
benefits, while ensuring respect for persons and providing the best possible response to
the health needs of populations.
6. Assessment of the justifiability of research should reflect at least the following considerations:
(i) Brutal or inhumane treatment of human subjects is never morally justified.
(ii) Risks should be reduced to those necessary to achieve the research objective. It should be
determined whether it is in fact necessary to use human subjects at all. Risk can perhaps never be
entirely eliminated, but it can often be reduced by careful.attention to alternative procedures.
(iii) When research involves significant risk of serious impairment, review committees should be
extraordinarily insistent on the justification of the risk (looking usually to the likelihood of benefit
to the subject -- or, in some rare cases, to the manifest voluntariness of the participation).
(iv) When vulnerable populations are involved in research;, the appropriateness of involving them
should itself be demonstrated. A number of variables go into such judgments, including the nature
and degree of risk, the condition of the particular population involved, and the nature and level of
the anticipated benefits.
(v) Relevant risks and benefits must be thoroughly arrayed in documents and procedures used in
the informed consent process.

Benefit, harm, and risk

-10 -
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Risk - A potential harm: Risks may be estimated as minimal, low, or high

alone with children. They should
be carried out only when research
is combined with diagnosis or
treatment intended to benefit the

research subject:

Degree Definition Examples
Minimal not result in more than a very | Procedures such as questioning, observing,
(the least | slight and temporary negative | and measuring subjects, provided that
possible) impact on the health of the person | procedures are carried out in a sensitive
risk concerned. way. Procedures with minimal risk include
obtaining bodily fluids without invasive
intervention, eg, taking saliva or urine
samples
Low risk Cause no more than brief pain or | A blood test
tenderness, small bruises or scars,
or very slight, temporary distress
High risk not justified.for research purposes | Lung or liver. biopsy, arterial or lumbar

puncture, and cardiac catheterization

7.Accident reporting:

An accident is defined as: “An unplanned or unexpectedevent, or series of events, that may result

in personal injury or ill health, damage to property or none of these. An accident where there has

been no personal injury or ill health is a near-miss.” Accidents and near misses can occur as part

of research. In all instances these must be reported on the University’s Accident Report Form. All

accidents and near misses are subject to an internal investigation to identify the immediate and

any underlying causes and the outcome from an investigation may require the review and update

of the research project risk assessment.

8. Full review by IRB

1- Download and complete the research proposal form
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2- Included with the form must be any supporting documentation for the study, such as
participant information sheets, consent forms, questionnaires, surveys, permission to
recruit, posters, recruitment text, etc.

3- Version numbers should be added to the documentation and updated each time
amendments are made and agreed.

4- The IRB sends the proposal to three members (reviewers) and receive the notifications
within 10 business days.

5- External IRB s:

Assiut University researchers who wish to recruit participants through another
organization or institution may be asked to submit their proposal for ethics review through
that organization’s Research Ethics Committee.
Examples:
To carry out research in the Ministry of Health (including patients, staff, or care givers) or Social
Services and is governed by the requirements of the Department of Health, or when, Assiut
university is not the lead institution.
Staff whose studies involve recruitment of patients, care givers or staff through the Ministry of
Health will need to obtain ethics approval from a recognized Ethics Committee.
Once the study has been givenfull.approval from_the Ministry of Health, a copy of the approval
letter should be sent to the IRB of the faculty forUniversity records.
Research approved by another IRB
If the study has been given approval from another IRB, for.example at another institution, but the
researcher would like to recruit participants from Assiut university, the applicant does not need to
go through the full review process again rather the application can be approved via Chairs actions.
A copy of the application to the original IRB together with supporting documents plus a copy of
the full approval letter from the committee should be forwarded to the IRB officer.
External researchers are also expected to consider both participant information sheets and formal

consent forms.

9. When is ethics review by IRB not required?
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Ethics review is not required when data collection is not for ‘research’ and when the
involvement of human beings is not that of ‘participants.

Routine audit, performance review or evaluation conducted by an organization as part of
good practice.

The collection of data for the purposes of evaluating an educational activity (not to be
published).

Research using existing data or documents that are already in the public field.

Research ethics review for external researchers

Researchers from Institutions external to Assiut University are required to obtain approval

from the IRB before recruiting students or staff from the faculty to their research studies.
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Chapter 3

Integrity in Human Research

Advances in human health and welfare ultimately depend on research with human subjects.
Properly controlled studies with human subjects are essential to verify any conclusions about
normal physiology, mechanisms of disease, effectiveness of treatment, learning, or behavior.
Unfortunately, not all human studies have been justifiable and useful. Research carried out
with a high level of integrity upholds values of honesty, rigor, transparency and open

communication, as well as care.

Chapter 3: Integrity in. human research
1) Principles

2) Respect for persons

3) Beneficence
4) Justice

5) Breaches of confidentiality and patient/subject consent
5.1.Guidelines

5.2.Think about issues of responsible conduct

5.3.Make sure theruse of human subjects is-both-justifiable and
necessary

5.4.Informed Consent

5.5.Elements of an informed consent document
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Chapter 3: Integrity in Human Research

1. Principles

According to Belmont report (1979), important premises underlie three principles listed below

including:

1- Study human subjects are important for enhance the health and welfare.

2- Such research is a privilege, not a right, extended to researchers by society, institutions,
and the research subjects themselves.

3- Neither the risks nor the costs of any research study should outweigh the likely benefits.

2. Respect for persons

'Respect for persons incorporates at least two ethical convictions: first, that individuals should be
treated as autonomous agents, . and second, that persons with diminished autonomy are entitled

to protection.'
3. Beneficence

"Two general rules have been formulated: (1) do not harm and (2) maximize possible benefits and

minimize possible harms.'

4. Justice
- 'Aninjustice occurs when some benefit to'which a person is entitled is denied without good
reason or when some burdenis imposed unduly:
- Whenever research supported by public funds leads to the development of therapeutic
devices and procedures, justice demands both that these not provide advantages only to
those who can afford them and that such research should not unduly involve persons from

groups unlikely to be among the beneficiaries of subsequent applications of the research.'

5. Breaches of confidentiality and patient/subject consent

5.1. Guidelines

1- Research that involves humans is subject to regulation.
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2- No procedure or study should be performed that is not explicitly exempted or a part of an
approved protocol.

3- maintenance of documentation and records,

4- Obtaining approval prior to initiation of changes.

5- Reporting of adverse events.

5.2. Think about issues of responsible conduct

-The spirit of the regulations and of good science both require that researchers critically review

what is known and give thoughtful consideration to what defines an acceptable study.

-The decision to conduct a study with human subjects carries both ethical and regulatory
responsibilities to protect the welfare and interests of those subjects, to design the study so as to
minimize risks to subjects, and to obtain adequate training for protecting the interests and welfare

of the research subjects.
5.3.  Make sure the use of human subjects is both justifiable and necessary

-A prerequisite for the responsible research involving humans is a realistic examination of the

probability and magnitude of both the risks and the benefits of the research.

-Investigators must assess whether theurisks are reasonable in relationship to the benefits to the

individual subjects and the knowledge to_ be gained.
- It is necessary to consider whether alternative methods would be preferable.

- Can the same information be obtained with less cost or risk by a less invasive study, by the use

of fewer subjects, or by studies of other species?

5.4. Informed Consent
- Investigators conducting a research study with human subjects have an absolute
responsibility to ensure that consent to participate has been given freely and is based on

an understanding of the risks and benefits.

The Belmont principle of respect for persons requires that researchers avoid invading privacy,

maintain confidentiality of data, and obtain informed consent.
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It is a dynamic and an interactive process for getting permission before conducting a

healthcare intervention on a person, or for disclosing personal information.

A health care provider may ask a patient to consent to receive therapy before providing it, or

a clinical researcher may ask a research participant before enrolling that person into a clinical

trial.

Individuals cannot provide informed consent to research unless they are legally capable.

Individuals who do not have the legal capacity to provide consent, such as children or

cognitively impaired adults, should not be enrolled in research without the consent of a parent

or other surrogate decision-maker.

Informed consent is collected according to guidelines from the fields of medical ethics and

research ethics. The approach must provide:

1. honest, clear, objective information about information uses and their choices — this
information should besso detailed to patients.

2. an opportunity for patients to talk to someone they can trust and of whom they can ask
guestions.

3. reasonable time (and privacy) to reach decisions.

4. support and explanations about any form that they may be required to sign.

5. a choice as to whether to be contacted in the future about further uses, and how such
contacts should be made.

6. careful documentation of the decision-making process and the choices made by the
patient must be included within the patient’s record. Evidence that consent has been

given, either by noting this within a patient’s health record or by including a consent form
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signed by the patient.

The basic assumption underlying the regulations is that subjects need certain information so they

can exercise self-determination.

Informed consent is often needed even for studies in the social sciences that impose little or no

inconvenience, but still present the risk of a loss of privacy or confidentiality.

Although some costs or risks may be more injurious than others, it must be up to the potential
research subject, not the research investigator, to decide whether such costs or risks are

outweighed by the benefits of participation.

The most visible indication of 'informed consent' is a document to be signed by the research
subject. This document is important.because it provides a consistent body of information that the

investigator have agreed is.necessary for individuals to provide their informed consent.

- Unfortunately, subjects may sign such forms without understanding them. Differences in
language, levels of comprehension, etc.... For these reasons, informed consent typically
requires a dialogue with the potential subject to ensure that the content of the document
is understood. Similarly, during the course of.an ongoing study. If those circumstances
might have changed.

- Children also require_special consideration. Parents can give permission for their child's
participation in research; depending on age and maturity level of the child, however, it may

also be appropriate to obtain "assent" from the child.

5.5. Elements of an informed consent document

Eight basic elements:

1. astatement that the study involves research
a description of risks or discomforts

a description of benefits to the subject or others

> wnN

a disclosure of alternatives
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a statement concerning confidentiality of records
description of compensation, if any, and availability of medical treatment in the case of
injury
contacts for questions concerning the research, research related injury, or research
subjects' rights

a statement that participation is voluntary

Six additional elements when appropriate:

1.

2
3
4.
5

presence of unforeseeable risks

circumstances under which a subject's participation may be terminated

possible additional costs to the subject

consequences of decision to withdraw

assurance that new findings that might affect the subject's decision to participate will be
communicated to the subject

approximate number of subjects involved in the study

= The information provided must cover:

1.

Basic explanation of what information is recorded.and why, and what further uses may be
made of it.

Description of the benefits that may-result from the proposed use or disclosure of the
information.

How the information and its future uses will be protected-and assured, including how long
the information is likely to be retained, and under what circumstances it will be destroyed.
Any outcomes, implications, or risks, if consent is withheld (this must be honest, clear, and
objective — it must not be or appear to be coercive in any way).

An explanation that any consent can be withdrawn in the future (including any difficulties
in withdrawing information that has already been shared).

The information provided must allow for disabilities, illiteracy, diverse cultural conditions,

and language differences.

= Informed consent for children and young people:
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o Akey component of consent is that the participant understands what is involved. An infant
clearly cannot understand a research protocol and therefore cannot consent.

o An older child may understand, but when is a child mature enough to understand and give
informed consent? Similarly, a central concept of research ethics is that an individual may
accept risk or burden for altruistic reasons, but the ability to act from moral motivations,
such as altruism, probably does not develop until somewhere around 11-14 years of age.
If younger children cannot act altruistically, can they be subjected to risk for the good of
others?

o If a child cannot give fully informed consent, then consent may be deferred to the parent
or legal guardian. However, should a parent be able to decide in contrary to the child’s best
interest?

o What degree of risk canaparent or guardian accept on a child’s behalf?

o Should a child be protected from possible coercion by parents or conflicting interests
between parent and child?

o Are children in general more susceptible to other coercive influences from peers or
researchers?

o The inability for children to give full consent and thewulnerability of children has led some
ethics guidelines and regulatory bodies to insist that-children receive particular attention.
For example, projects that in adults may receive expedited approval may receive closer
scrutiny when conducted in children. Similarly, if the same research could be conducted in
either adults or children (with equal likelihood of generating the same knowledge), then
guidelines may mandate that the research is undertaken in adults. Note that the particular
requirements surrounding research in children may make research more difficult to
perform in children. If, as a result, research is impeded in children and as a consequence,
children do not benefit from the fruits of research, then the principal of justice may be
violated.

o For consent to be freely given:
1) Offer families no financial inducement although expenses should be paid.

2) Exert no pressure on families.

-20-



Assiut University Research Ethics Guidebook Chapter 3

3)

6)

8)
9)

Integrity in Human Research
Give them as much time as possible (a few days for a major study, if at all possible) to
consider whether to take part in the project.
Encourage families to discuss the project with —for example —their relatives, primary
health care givers —or an independent counselor where available.
Tell them that they may refuse to take part or may withdraw at any time even if they
have signed a consent form.
Say that they need not give a reason for withdrawing (although their reason may help
the researchers and other children in the study).
Assure them that the child patient's treatment will not be affected by withdrawal from
research.
Encourage parents/guardians to stay with the child during procedures.

Respond to families' iquestions, anxiety, or distressithroughout the study.

For consent to be informed, it should include:

1)
2)

The purpose of the research.

Whether the child stands to benefit directly and if so; what is the difference between
research and treatment?

The meaning of relevant research terms and anyiimplications of consent (eg, placebo,
randomized double=blind. trial).

The nature of each procedure, how often and for how long each may occur.

The potential benefits and harms (both immediate and long-term).

The name of a researcher whom they can contact and ask their enquiries.

The name of the doctor directly responsible for the child's care.

How the child can withdraw from the project.

= Competence to consent:

Seeking consent may be difficult, either because patients’ disabilities or circumstances

have prevented them from becoming informed about the likely uses of their information, or

because they have a difficulty communicating their decision (be it to consent or object).

1- In the former case, extra care must be taken to ensure that information is provided in a

suitable format or language that is accessible (e.g. providing large print or Braille versions
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of leaflets for those with reading difficulties) and to check that it has been understood.
2- Inthe latter case, it will be important to check for a clear and unambiguous signal of what
is desired by the patient, and to confirm that the interpretation of that signal is correct by
repeating back the apparent choice.
= The right to withhold or withdraw consent

Patients have the right to object to information they provide in confidence being disclosed
to a third party in a form that identifies them, even if this is someone who might provide essential
healthcare. Where patients are competent to make such a choice and where the consequences of
the choice have been fully explained, the decision should be respected. This is no different from a
patient exercising his or her right to refuse treatment.
There are a number of things to consider if this circumstance arises:

e The concerns of the patient.must be clearly established, and attempts made to establish
whether there is a technical or procedural way of satisfying the concerns without unduly
compromising care.

e The options for providing an alternative form of care ar to provide care through alternative
arrangements must be explored.

e Decisions about the options that might be offered.to the patient have to balance the risks,
staff time and other costs'attached to each alternative that might be offered against the

risk to the patient of not providing healthcare.
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Chapter 4

Integrity in Animal Research

Good practice guidelines and standards apply to all researchinvolving the use of
live animals, animal derived biological material and animal-derived data. Researchers have a
responsibility to engage in the humane care of animals in the conduct of research. This means
evaluating the need for animals in any particular protocol, ensuring that research animals' basic
needs for life are met prior to research, and carefully considering the benefits of the research to
society or to animals versus the likely harms to any animals included as part of the research
protocol. Procedures that minimize animal pain, suffering, and distress should be implemented.

Chapter 4. Integrity in animal research
1. The Five freedom
2. Implementation of the 3Rs (Russell & Burch in 1959)
3. Animals Act 1960

4. The guidelines
5. Protocol Review

-23-



Assiut University Research Ethics Guidebook Chapter 4
Integrity in Animal Research

Chapter 4: Integrity in Animal Research

A fundamental ethical question regarding animal research is whether it should be conducted at
all. In response, the knowledge generated by animal experiments provides important benefits to
human health and the greater society, yet must be justified and conducted ethically. This
document focuses on responsible conduct, good governance, and ethical oversight of animal use
in research. Animal means non-human vertebrate animals (i.e., traditional laboratory animals,
agricultural animals, wildlife, and aquatic species) produced for or used in research, testing, or

teaching.

Positive conditions—Providing good animal welfare is sometimes defined by a list of positive
conditions which should be provided to all animals. This approach is taken by the Five Freedoms

and the three principles of the 3Rs method.
1. The Five Freedoms:

— Freedom from thirst and hunger —by providing ready access to fresh water and a suitable
diet to maintain full health and vigor

— Freedom from discomfort —by providing an appropriate environment, including shelter and
a comfortable resting area

- Freedom from pain, injury, and disease —by prevention or rapid diagnosis and treatment
- Freedom to express most normal behavior —by providing sufficient space, proper facilities,
and company of the animal's own kind

- Freedom from fear and distress —by ensuring conditions and treatment which avoid mental
suffering

Organizations and researchers should ensure that research involving animals adheres to all legal
and ethical requirements, as well as other applicable guidelines. They should consider the
opportunities to implement the 3 Rs method (reduction, replacement, and refinement) of

involving animals in research projects, and should refer to the relevant guidance.
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2. Implementation of the 3Rs (Russell & Burch, 1959)
2.1. Replacement
This principle involves either:
— Avoiding animal use through the “absolute” replacement of methods, models, or
techniques involving live animal use with non-animal alternatives (e.g., mathematical models,
computer software, in vitro experiments, etc.).
- “Relative” replacement of live animal use with research involving materials derived from

animals, or through the use of fruits or worms as proxies for live vertebrate animals.

2.2.  Reduction
— This principle is concerned with using the optimum number of animals to achieve a
statistically and scientifically significant result. It is the principle most pertinent to issues of
research quality, reproducibility, and reliability, and relates to contemporary best practices in the
design of animal experiments. It also encompasses sharing results, whether published or
presented, and includes imaging and careful design and analysis.

— Avreference book to assist them there are two worth considering:

The design and statistical analysis of animal experiments (Bates and Clarke, 2014)

New addition of (The Design.of Animal Experiments)-2016.

2.3.  Refinement
— This principle is about developing methods associated-with breeding, accommodation,
care and use of animals, to minimize or eliminate the potential for animals to
experience pain, suffering, distress or lasting harm health and welfare has improved.
— Allanimal experiments should comply with the ARRIVE guidelines and should be carried
out in accordance with the U.K. Animals (Scientific Procedures) Act, 1986 and
associated guidelines, EU Directive 2010/63/EU for animal experiments, or the

National Institutes of Health guide for the care and use of Laboratory animals (NIH

Publications No. 8023, revised 1978) and the authors should clearly indicate in the

manuscript that such guidelines have been followed.
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3. Animals (Scientific Procedures) Act 1986 (ASPA)

ASPA governs the use of protected animals in scientific procedures.
a. “any living vertebrate, other than man, and any living cephalopod”; “embryonic and fetal forms of

mammals, birds and reptiles are protected once they have reached the last third of their gestation or
incubation period”; “larval forms of fish and amphibians are protected once they are capable of

99, ¢

feeding independently”; “Cephalopods are protected from the point when they hatch”.

b. “procedures that are carried out on ‘protected animals’ for scientific or educational
purposes that may cause pain, suffering, distress or lasting harm”; “the methods used to kill
protected animals”; “the breeding and supply of certain species of animals for use in
regulated procedures, or for the scientific use of their organs and tissues”.

C. regulated procedure” can be acts of: “commission, for example an action such as
dosing or sampling”; or of “deliberate omission, for example withholding food or water”; or
of “permission, for example the natural breeding of animals with harmful genetic defects,
modifying the genes of a protected animal; procedures performed under anesthesia or
analgesia; administering an.anesthetic, an analgesic or.other measure to sedate or dull the
perception of pain; humane Killing.of a protected animal; the removal of organs, blood or
other tissue under general anesthetic”.

ASPA does not regulate3:

 Non-experimental clinical veterinary practices — this “is generally considered to be non-
experimental clinical veterinary practices when it involves an intervention which is of direct benefit
to the animal or its immediate peer group”.

« veterinary clinical trials — these are “required to be carried out for marketing authorizations of
veterinary medicinal products and are a requirement of the Veterinary Medicines Regulations
2013107,

* non-experimental agricultural practices and practices undertaken for the purpose of recognized
animal husbandry — these “must comply with other animal welfare legislation and regulations and
are being applied to manage or conserve animals”.

« identifying animals — this means “ringing, tagging or marking an animal primarily to identify it as a
specific individual, or using any other humane way to do so, are not regulated procedures if they
cause no more than momentary pain and not lasting harm”.

» humane killing of animals — this applies only to “an appropriate humane method listed in Schedule
1 of ASPA, or by a method specified in the establishment’s license”
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4. Guidelines

4.1. The PREPARE Guidelines

The PREPARE (Planning Research and Experimental Procedures on Animals: Recommendations for
Excellence) guidelines represent current best practice for laboratory animal science. It is a checklist
containing 15 specific points relating to: 1. the formulation of the study; 2. the dialog between
scientists and the animal care staff; and 3. quality control of the components in the study, and was

published in August 2017.

4.2. The ARRIVE Guidelines

“At present, publications describing animal studies pay insufficient attention to the reporting of
measures (e.g., randomization, blinding) to reduce the risk of biases...” (see page 4024). British
research funders are unanimous that “researchers should ensure that they report animal-based
studies in accordance with the ARRIVE guidelines” (see page 213). ARRIVE stands for Animal
Research Reporting in Vivo Experiments and.represents best practice guidance for the reporting
of animal studies since its initial publication in 2010. The guidelines have been endorsed by over
1,000 journals, and comprise of a 20-point checklist covering items that authors should include
within the title, abstract, introduction, methods, results, and discussion sections of academic

papers.

4.3. Institution (Assiut University) Guidelines
- The Animal Ethical Committee (AEC), and the Assiut University Research Ethical Committee
are key components of the regulatory environment that promotes these principles.
- All staff and students must apply to the University AEC for ethical review of activities

involving animals.

1- Comply with regulations: Includes all use of animals in research, teaching, field trials, product
testing, diagnosis, the production of biological products, and environmental studies. Subject to
regulation, no procedure or study may commence without approved protocol. All related

obligations should be met by all users of animals.
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2- Critically evaluate the use of animals: Consider new understandings of the science involved,
potential benefits of the use of animals, possible alternative methods of study, etc. Realistic

examination of the intended and likely benefits of the intended animal use should be performed.
3- Protect animal welfare: This responsibility includes, but is not limited to

— Ensuring the use of appropriate and adequate anesthesia and analgesia
— Providing for appropriate feeding and care

— Protection from infection, pain, or suffering

— Selecting humane methods for euthanasia

— Obtaining adequate training

4- Significant Violations of Animal Welfare Regulations:

— Minor Protocol Violation: Actions or inactions with no substantive effects on animal welfare,
animal handlers, or value of the data collected and results

— Major Protocol Violation: Any action of inaction which poses a significant risk to animals,
damages the scientific integrity of the data collected, or any serious noncompliance with
research policy, laws, or regulations

5. Protocol Review

* Have all uses of live animals been approved by the AEC?

* Do animal stocking densities meet standards?

* Do animal anesthesia and sacrificing procedures meet standards?

* Arethe procedures described in sufficient detail ?

*  What time frame is involved?

* s the sample size appropriate?

* Has the Pl adequately addressed the three Rs?

* Has the PI minimized stress/distress and considered alternatives to painful procedures?

* Is the research team knowledgeable about animal subject protections, the species proposed,
and the techniques employed?

* Arethere plans in place for dealing with unexpected outcomes?

* Are personnel appropriately trained and qualified?
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Chapter 5
Ethical Considerations in Genetic and Genomic

Research

Advances in technology and ample funding opportunities, have increased genetic research
as well as whole genome research. These developments have raised many ethical issues
associated with genetic research. The two main tools which ensure protection of the
participants of any clinical research in general are written informed consent and ethics
committee (EC) review. The ECs have a major role in ensuring that the rights of the subjects

involved in clinical trials are preserved.

Chapter 5: Ethical considerations in genetic and genomic
research
1. Definitions
Characteristics of genomic data
3. How does genomic research differ from other forms of
research?
3.1. Scale
3.2. Partnership
3.3. Technical complexity
3.4. Long term. goals
3.5. Large size data
3.6. Large number of biological samples
3.7. Downstream use of data
4. Ethical considerations in genomic research
4.1.Community engagement
4.2.Implications of genomic research for communities and
populations being asked to consent to research
4.3.Potential risks and harms of research
4.4. The use of archived samples
4.5.Controlling samples in research
4.6.Data-sharing and data-release
4.7 .Responsibilities for capacity-building
4.8.Reporting or feedback of the results of research
particularly where these are of healthcare relevance
5. A checklist of issues that ethics committees may want to ensure
are covered in research protocols

no
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Chapter 5: Ethical Considerations in Genetic and Genomic Research
1. Definitions:

-  Genome

Anindividual’s genome contains their full DNA sequence and all the genetic information necessary
to create the individual. In humans it is made up of approximately 3 billion pairs of nucleotides. A
human genome contains approximately 25,000 genes which code for all the proteins that the body
needs to function (around 90,000). Genes account for just 1-2% of the human genome, and the

function of the remaining 98-99% of our DNA is still being determined.

- Genetic research

Genetic research often focuses on a specific gene or cluster of genes that have been identified as

being related to a specific condition.

- Genomic research

In contrast to genetic research, genomic research involves studying larger parts of the human

genome, or the entire genome.

2. Characteristics of genomic data

- Genomic data remains unchanged throughout a person’s life and may provide information
about a wide range of personal characteristics.

- Given that genomic data is shared between related persons, findings from a single
individual may have relevance for family and community members.

- At present, the effects of many differences between individual genomes are not well
understood. Consequently, many genomic studies may not generate information that is of
interest to specific participants, although they will seek to provide valuable generalizable

information.

3. How does genomic research differ from other forms of research?
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3.1

Genetic and Genomic Research
The rapid growth in research using genomic approaches to understand diseases affecting
low- and middle-income countries means that ethics committees are increasingly being
called upon to review such research. This is likely to continue to increase in the short and
medium term given the growing interest in the genomic aspects of diseases in low-income
settings and the continuing availability of funding from major initiatives such as H3Africa

(http://h3africa.org/).

Such research may be unfamiliar to many ethics committee members. And, whilst many, if
not most, of the ethical aspects of genomic research are similar to those arising in other
forms of research, there are some important ways in which genomics differs from other
forms of research, and some of these differences are going to be relevant to ethical review
in particular cases.

Scale

It is common for such_research to involve the collection, storage and analysis of very large

numbers of samples. To take one example, the Malaria Genomic Epidemiology Network

(MalariaGEN) has collected approximately 100,000 samples from children affected with severe

malaria and unaffected controls. Whilst most genomic research projects will involve the

collection of far fewer samples than this, it is likely that any genomic research project will

involve the collection of several.thousand samples and.associated clinical or ‘phenotype’ data.

3.2.

Partnership.

Genomic research frequently involves the bringing together of partners distributed widely

around the world. For example, samples for the '1000 Genomes Project' come from 27

populations spread around the globe and over 600 research partners from around the world

collaborate in this project.

3.3.

Technical complexity.

Genomic research is technically complex and requires the collaboration of partners and

institutions with very different but complementary forms of expertise e.g. epidemiologists,

health professionals, statisticians, data-analysts, laboratory staff, fieldworkers and so on. A
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single partner in one location is unlikely to have or to have access locally to the forms of

expertise required to carry out genomic research.

3.4. Longterm goals.
Whilst it can be very relevant to the diseases affecting people in low-income countries,
genomic research tends to be focused on longer terms goals e.g. elucidating the biological
mechanisms underlying diseases like malaria, and is not likely to have an immediate short-

term impact on health.

3.5. Large size data.
Gnomic research generates very large quantities of data — much greater than in any previous
forms of medical research. These data need to be stored, curated and analyzed. Genomic
research is presently very expensive, and sponsors of such research frequently require that
the data generated be made available to other researchers to increase its utility. This is likely
to mean that at the time that genomic research is reviewed, the nature of potential further
research uses of the data and the identity of future researchers are unknown. Where such
data are to be made available to the wider scientific community (often a requirement of funds)
this process needs to be managed in ways that both.promote scientific research and also

protect the interests of research participants and communities.

3.6.  Large number of biological samples.
Genomic research involves the collection of very large numbers of biological samples up to
100,000 in some cases. These samples need to be'collected, processed and stored in ways that
are consistent and conducive to effective research. In practice this often means that such
samples are exported from low-income countries to high-income countries because of the
better storage facilities (though there are increasing moves to establish storage facilities in

low-income countries).

3.7. Downstream use of data.
Such research tends to present minimal physical risk to participants because it simply requires
provision of a DNA sample, usually from a small amount of blood or saliva. Insofar as such
research has potential risks these tend to relate more to downstream uses of data by primary

-32-



Assiut University Research Ethics Guidebook Chapter 5
Genetic and Genomic Research

and secondary researchers, and to the possibility of inadequate protection of their
confidentiality. Inevitably, such potential risks may be difficult for research participants and for

ethics committees to evaluate.
4. Ethical considerations in genetic research
Four general categories of ethical and social issues in genetic research studies are considered:

— Privacy.
— Access and ownership of genetic information and materials.
— Psychosocial risks of participating in genetic research studies.
— Potential group-related harms.
In addition to these familiar sets of questions, genomic research does raise some specific ethical

issues that it is important to considerwhen reviewing research. These include issues related to:

4.1. Community engagement.
It is a process of communication and interaction between researchers and communities involved
in research. There are a number of reasons why community engagement can be particularly

significant in genomic research.

Genomic research projects generate.a broad range.ofinformation not only about the research
participant but also about his or her ancestors and the community or ethnic group to which
he or she belongs. Therefore, it may be important for.the community from which participants
come to be aware of the kinds of information that'may be generated and have the opportunity
to express their views and concerns regarding the participation of members of their
community to the project.

Obtaining informed consent from participants can be challenging in genomic projects because
of the complexity of this type of research. Engaging the community in discussions about
genomic research may support and supplement an individual consent process by providing
information in multiple stages and giving participants the chance to consider and discuss

aspects of the project.
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Genomic research projects are often required to share data generated by their research as a
condition of their funding. It may be valuable to discuss with the community how samples and
data will be stored and shared and the safeguards put in place against potential harms, such

as misuse or breaches of privacy and confidentiality.

4.2. Implications of genomic research for communities and populations being asked to consent
to research.

Seeking informed consent to genomic research can be challenging because of the
complexity and unfamiliarity of some of the methods and concepts involved in such
research. Terms such as ‘genes’, ‘DNA’, ‘heredity’ and ‘data-sharing’” may be difficult to
explain in local languages and researchers may also need to provide considerable scientific
background informationite.support participants” understandings of research.
Explaining the potential harms and benefits of genomic research can also be complex as
they are not as clear and identifiable as potential harms and benefits of other forms of
medical research.
The physical harm of participating in genomic research is usually minimal, involving
collection of a small amount of blood or a mouth swab. Potential harms of genomic
research are primarily-assoeciated with potential breaches of confidentiality or privacy or
the potential misuse or misreporting of findings leading to stigmatization or other potential
harms. Safeguards/against such misuse that are implemented in genomic research may
also be difficult to explain because of their relatively abstract nature.
Benefits associated with genomic research can be equally obscure. Currently, very few
genomic projects generate findings with direct clinical application. Predicting potential
benefits from future genomic projects is challenging. Care is needed to determine how to
appropriately discuss potential downstream risks and benefits of research with
participants.
Many genomic projects create large databanks or sample collections (bio-banks) that will
be used in future research. At the time of sample collection, the nature of the future

research and who the future researchers will be is not always known in advance. One

-34-



Assiut University Research Ethics Guidebook Chapter 5
Genetic and Genomic Research

response to this issue, is seeking “broad consent” to future research. This entails
participants agreeing to the storage, sharing and future use of their genetic information.
This can be an acceptable form of consent given that the possibility of future use is clearly
explained to the participants, that there are governance policies in place to help minimize
any risk to individual participants, and that all future research receives appropriate review.
Other approaches have been taken, such as requiring participants to re-consent to future
research projects, but this can be time consuming and onerous for participants who are

frequently contacted, and may in some cases be impossible.

4.3. Potential risks and harms of research.

Stigmatization has been identified as a potential harm of genomic research. Stigma can affect
individuals, groups of patients and.population groups. The relation between stigma and genomics
is not straightforward, however, and there is some evidence from the United States that suggests

that a genomic or genetic focus on disease may in fact reduce stigma for particular conditions.

4.4.  The use of archived samples.

The use of archived samples.raises a number of ethical issues, the most important of which is
whether the consent obtained for the collection of the sample, is also sufficient for genomic
research. It is possible thatthe consent form did not mention'genamic research, particularly if the

samples were collected some time ago, or that it only' mentioned research on a particular disease.

There are several responses to this issue. One is to return to research participants to seek consent
specifically for the genomic research project. This is usually only done if the participants can still
be identified and traced, and if it is likely that the findings from the genomic research are
considered potentially likely to harm the research participants, for instance, if the research is done
on stigmatized diseases or other topics which are very sensitive in the population. In other cases,
an ethics committee usually decides on behalf of the participants whether the genomic research

can be approved.

4.5. Controlling samples in research.
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A controversial issue in international collaborative research is who should have control over the
samples and data. Much of the infrastructure required for sequencing and analyzing genomes is
based in countries in North America, Europe and Asia, which means that samples and data are
frequently exported for processing and analysis. A consequence is that local researchers and ethics
committees may have limited control over samples and data that have been exported, but are in
the position of being more aware of the expectations and sensitivities of the people who donated
samples to a project.

7. One solution to the issue of appropriate control of data and samples that has been
frequently suggested is that researchers should draft very specific Material Transfer
Agreements (MTAs).

8. A MTA is a contract between two parties involved in a research project that describes:

1- the materials to be transferred;

2- the exact work to be done on the materials;

3- the conditions of storage of the materials, including for instance details on
building access and security;

4- the people that are to work with the samples, typically the heads of
research groups and all the members-of their group;

5- the duration.of the collaboration;

6- what happens with the samples when the collaboration ends;

7- an agreement about data sharing and collaboration in analysis;

- The procedures for agreeing on any other work that.is not.covered in the current MTA.

4.6. Data-sharing and data-release
- Data sharing has raised a number of ethical concerns, most notably to do with privacy,
confidentiality and possible abuses of data. It has also raised concern about the possibilities
for researchers in resource-poor institutions to publish their analyses before competitors in
wealthier institutions do.
- Ethics committee members should consider how data is to be managed and released in the

projects they review.
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Responsibilities for capacity-building

Capacity building in genomic research can enable researchers in low- and middle-income countries

to develop their careers, pursue independent research questions of topical interest, and to

potentially develop additional research groups in their own sites and attract independent funding.

4.8.

Reporting or feedback of the results of research particularly where these are of healthcare

relevance

Because of concerns about possible harmful effects of genomic studies on populations, it is

important to carefully consider how research results are reported in publications.

In particular, researchers should carefully consider:

1-
2-

How population groups are represented in publications.

Which name is used to describe the group. For instance, rather than saying ‘the Yoruba’,
HapMap has qualified that their data pertains only to a small group of Yoruba people in
Ibadan, Nigeria.

A critical question is whether research results can really be expected to be relevant for
entire population groups, or only for the much smaller group of people in the study. If they
are not representative of the entire group, thenresults shouldn’t be presented as if they
were.

Special care should also be taken when research results.can be expected to be particularly
sensitive — for instance, if they relate to-stigmatized conditions or characteristics such as
HIV/AIDS, intelligence oralcoholism —or when they relate to small and clearly identifiable
population groups.

It is also necessary to consider whether it is appropriate to share generalized research
results with communities. If data will be shared and further research will be conducted by
secondary researchers, it may be possible to consider if it is appropriate to share the results
of these studies with participants and their communities.

Exceptions may be made when genomic researchers find evidence of an important clinical
condition which can be treated, and where it is unlikely that the condition would otherwise

be diagnosed in a timely manner without the genomic information. In such cases,
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researchers should always consult with the ethics committee regarding appropriate
mechanisms for feedback, if any. In some studies, participants are asked to indicate at the
time of enrolment the extent to which they are willing to be contacted with individual

research results.

5. Achecklist of issues that ethics committees may want to ensure are covered in research

protocols they review that involve genomic research

This list is intended to complement, not replace the list of issues that committees usually consider

when reviewing research.

Not all of the issues below will be relevant to every design of genomic research.

>

Is community engagement prior to or in addition to enrolment of research participants
being planned? It may not be considered relevant for a particular study (for example the
collection of samples from patients in a mixed urban population) in which case it may be
considered that the ethics committee may act as a form of community consultation.

Does the consent process cover (where relevant)?

- Potential risks of research.

- Potential benefits of research.

- Potential export of data and samples.

- Potential secondary use of data and samples.

- How concepts will be explained in a comprehensible way.

- If any research results will be fed back to participants and/or to communities and in if so,
in what circumstances.

If samples will be exported, where they will be sent and why - What MTAs are in place to
govern the management of samples.

If secondary uses of data and samples are planned:

- The proposed breadth of secondary research uses (what range of research purposes are

considered acceptable).
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- How data will be shared (i.e. will it be open access or via a data access committee).

- What conditions will be placed on secondary data use (i.e. what will secondary data users

are allowed and not allowed to do with data).

» Provisions for capacity building for local researchers to generate and analyze data.
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Chapter 6

Confidentiality in Bioethics

Confidentiality is one of the core duties of medical practice which refers to the duty to protect
privileged information and to share entrusted information responsibly. Doctors and /or
researchers have an almost absolute obligation to protect patient confidentiality. It requires
health care providers to keep a patient's personal health information private unless consent to
release the information is provided by the patient.

Chapter 6: Confidentiality in Bioethics
1. How to minimize confidentiality risks?
2. How to provide patients with a confidential service?
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Chapter 6: Confidentiality in Bioethics

Bioethics is the study of the ethical issues emerging from advances in biology and medicine.
It is also moral discernment as it relates to medical policy and practice.

Patients entrust us with, or allow us to collect, sensitive information relating to their health
and other matters as part of their seeking treatment. They do so in confidence, and they have the
valid expectation that staff will respect their privacy and act appropriately. In some circumstances,
patients may lack the competence to extend this trust, or may be unconscious, but this does not
diminish the duty of confidence.
= The information obtained from the study participant should be under control and not to be

disclosed outside the research field. Two terms are important to understand:

o Privacy is the right of an.individual to have some eontrol over how his or her personal

information (or_personal health information) is collected, used, and/or disclosed.

o Confidentiality is the duty to ensure information is kept secret only to the extent

possible.

= Information that can identify individual patients, must not be used, or disclosed for purposes
other than healthcare without the individual’s explicit consent, or on legal justification to do so.
In contrast, anonymized information is not confidentialland may be used with relatively few
constraints.

= Ethics review committees must look closely at how information obtained during the trial will
be protected from disclosure and-ensure that thesrisk that patients will suffer negative
consequences due to information disclosure is reduced to a minimum. This includes
information related to an individual’s participation in a certain trial (e.g. an HIV vaccine trial),
information uncovered during the research (e.g. HIV test results) or information uncovered
after the research (e.g. when researchers use participants’ identifiable tissue samples in
subsequent research projects).
1. How to minimize confidentiality risks?

— Collect data that can lead to the identification of research participants only if this

information is necessary for the successful completion of the research project.
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Consider replacing individuals’ names with code numbers and storing the key to the
code in a secure location accessible only to a limited number of persons. Destroy the
key code when it is no longer necessary to link data with identities for the purpose of
research. If linkable information (that is, potentially identifiable data) is held, the
purpose of this storage, its duration and the persons who will be granted access to it
must be made clear.
Increase researchers’ awareness of confidentiality issues by providing guidance and
training.
Ensure that information is secured by limiting access, using safe storage methods (e.g.
locked drawers and password-protected computer access), and using protected means
of communication (e.g. encrypted electronic messages).

Destroy informationias.soon as it is no longer needed.

2. How to provide patients with a confidential service?

Record holders must inform patients of the intended use of their information, give them

the choice to give or withhold their consent as well as protecting their identifiable information

from unwarranted disclosures. The three main requirements are:

Protect: patients’ health information and their.interests must be protected through a
number of measures:

o Procedures to ensure thatall’staff, contractors, and volunteers are always fully

aware of their responsibilities regarding confidentiality.

o Recording patient information accurately and.consistently.

o Keeping patient information private.

o Keeping patient information physically secure.

o Disclosing and using information with appropriate care.
Inform —ensure that patients are aware of how their information is used (Inform
Patients Effectively — No Surprises). Patients must be made aware that the information
they give may be recorded, may be shared in order to provide them with care, and may
be used to support clinical audit and other work to monitor the quality of care

provided. In order to inform patients properly, staff must:
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o Check where practicable that information leaflets on patient confidentiality and
information disclosure have been read and understood.

o Make clear to patients when information is recorded, or health records are
accessed.

o Make clear to patients when they are or will be disclosing information with
others.

o Check that patients are aware of the choices available to them in respect of
how their information may be disclosed and used.

o Check that patients have no concerns or queries about how their information
is disclosed and used.

o Respect the rights of patients and facilitate them in exercising their right to

have access to-their health records.

— Provide choice: allow patients to decide whether their.information can be disclosed or

used in particular ways. Patients have different needs; what is very sensitive to one

person may be casually discussed in public by another. Staff must:

o

Ask patients before using their personal information in ways that do not directly
contribute to, or'support the delivery of, their care.

Respect patients’zdecisions to restrict the disclosure or use of information, except
where exceptional circumstancesapply.

Communicate effectively with patients to ensure they understand what the
implications may be if.they choose to.agree.to or restrict the disclosure of

information
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Chapter 7

Ethical Values in Research Collaboration

Co-production in research may raise complex ethical considerations around responsibility and
accountability. Cooperation, collegiality, trust, fairness, and accountability are key values in
research collaboration. Principal investigators may serve as the custodian of research data, but
ownership is determined by institutional policies. The importance of having a collaborative process
for developing and implementing principles within a culture of continuous reflection, learning and
adaptation, and a process for ongoing recalibration (principles changes over time) should be

emphasized.
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Chapter 7: Ethical values in research collaboration

Scientific research is often conducted through the collective effort of many researchers who work
together in the same scientific specialization within the same scientific institute or in different
scientific institutions or even from different academic departments in a “teamwork” manner.
Working as a team not only saves time and effort but also provides distinguished scientific
expertise to complete the research project perfectly and efficiently in the shortest time. Therefore,
collaborative research can be simply defined as the coordination between researchers and
different institutions and organizations to carry out a particular research project.

There are some core values that participants must adhere to for the success of a research
collaboration. From these values are cooperation and trust. Where there must be confidence
among the collaborators themselves that they will follow theapproved protocol in conducting the
experiments. If there is an amendment in the work protocol, a meeting with all participants in the
project must be requested to present the amendment, discuss it, and approve it by the group
before starting its implementation. There must also be confidence that the participants will keep
records of the project and that they will share information and results among all collaborators
openly and honestly. Other core values are collegiality and-fairness. Teamwork needs to give the
value of collegiality between collaborators, treat each of themwith respect and fairness, recognize
their rights, and not neglect their participation/in terms of intellectual property, authorship and
publication of research rising fram this cooperation. In addition to the aforementioned key values,
it is essential that all the research project participants be.able to justify the work that has been
done, this value is referred to as accountability. Accordingly, the research team that is collegial
and accountable work together should ensure that each project tasks is performed ethically and
accurately.

Many ethical issues can be raised due to the number of researchers, institutions and resources
involved in collaborative research. One of these ethical issues is the data ownership.

Why does the data ownership important? The importance of data ownership lies in determining
the responsibility of keeping and storing data records and who has the right to benefit from and

publish or share them. Some researchers thought that if they design a study, for a research project,
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and collect data, they have the right to claim ownership of these data. Actually, this is not
necessarily the case. In fact, when the university provides salaries, and resources such as
laboratories, equipment, computers, the ownership of data collected in research activities created
by students and faculty members reverts to the university. Although technically, the ownership of
the data goes to the university, the decisions regarding the use and sharing or dissemination of
these data are made by the principal investigator of the project who has skills and training that
qualifies him/her to dispose of these data responsibly. If a project received financial support from
governmental or non-profit organizations, the grant is granted to the university not to the
researcher personally. In this case, although the university owns the data, the funding institution
has the right to access the data for its own purposes. To publish results of a study or research
project in books or scientific journals, the authors sign over the copyright to the publisher. In this
regard, it is important to clarifyithat, the copyright law is limited to the written work that will be
published and does not extend to theideas or data of the study or the project.

In collaborative research, before the start of the project, it is preferable to agree between all
project participants to establish data ownership and determine who is responsible for collecting,
preserving, updating, sharing, or publishing, and who can access!it, in order to avoid any ethical
challenges in this regard.

Another ethical issues that can-be generated .in collaboerative research is the authorship.
Agreements differ in different research fields regarding the type of contribution required from the
researcher to have the right to be included as an author on the published research.

Generally, the researcher must make.a significant intellectual.or scientific contribution in the
research project before being listed as an author on the publications emanating from this project.
Authorship goes beyond individual rewards to accountability. The appearance of the researcher's
name as an author on published research means his responsibility for the accuracy, credibility, and
integrity of the study. Author must also be able to explain and defend the methodology and results
of the study. Each researcher in the research collaboration does not contribute equally or
participate in all steps of the study/project, however, each author is responsible for his individual
contribution as well as for the entire study/project. Not everyone participate in a research project

ends up as an author on the research paper. Some participants contribute with simple efforts,
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such as entering data on the computer, cannot earn authorship. However, their efforts are not
neglected, but must be acknowledged in the acknowledgment section of the manuscript. After
determining the names of the authors, the order of their appearance on the research paper must
be determined. To determine the order of the authors’ appearance on the research paper, the
relative amount of each author’s contribution to the research must be determined and follow the
regulations that established by the university or research institution, if any. If these regulations
are not found, there are suggestions, for example, to be the first author, you have to come up with
the idea of the research or the research question, design it, analyze and interpret the results, and
contribute to most of the writing of the article. However, to acquire the status of a co-author, you
have to contribute to at least two of the activities listed for the first author. In addition, there are
some axioms related to disciplines, for example, it is common in the field of biomedical sciences
to put the name of the head of.the laboratory under whese supervision the experiments of
research are carried out as the last author:

As a rule of thumb in collaborative research, with multiple authors, the order of the authors on
the research paper should reflect the relative contribution of the participants to the research. The
expectations of authorship and order of the authors must be discussed before the start of the

project, and the substantial contributions must be acknowledged with authorship approved.
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Chapter 8

Guidance for Junior Scientists’ Responsibilities

A junior research scientist (mentees) is responsible for evaluating and interpreting scientific
results from laboratory investigations and experiments. Ability to prioritize and work in a fast-
paced and diverse environment, contribute individually as well as part of a highly collaborative
and productive team. The mentees should be fully committed to the research project and

should give it the appropriate time and effort required to accomplish its goals.

Chapter8: Guidance for junior scientists' responsibilities
Responsibilities of Junior Scientists

Relationship with mentors

Research documentation and record keeping
Responsibilities of research supervisors

Relationship with junior researchers

gl W N e
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Chapter 8: Guidance for Junior Scientists’ Responsibilities

Junior scientists (mentees) are graduate students who perform research and scientific studies
under the supervision of a more experienced scientist (a mentor). Junior scientists may be
research students, master course students, doctoral students, or postdoctoral researchers. They
carry out various experiments, gather data and conduct analyses, prepare reports and
presentations, and perform any research activities their supervisors require. They are expected to

have advanced knowledge and experience in their field, yet are not fully independent researchers.

1. Responsibilities of Junior Scientists

- Follow the research plan agreed upon with their supervisors.

- Effectively perform experiments and other research activities required to achieve the goals of
the research plan.

- Properly document their research:and properly maintain records of their data to allow retrieval
when required.

- Be current with recent knowledge and methodology in their field.

- Disseminate their results through writing scientific papers, preparing reviews, and presenting
in scientific meetings and conferences.

- Prepare reports and reviews when required.

- Follow the regulations and guidelines of the institution in'which'they work.

- Strictly follow the safety regulations to keep themselves and.the others safe.

- Cooperate with other researchers, students, staff, or other partners.

- Contribute in applying for funds and grants through literature search and experimentation.

- Attend and effectively participate in meetings and seminars held in their institution.

- Assist in teaching and training younger students and researchers.

2. Relationship with Mentors
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The relationship between the mentors and mentees is a two-way professional relationship that is
based on mutual respect and is ideally and usually beneficial for both participants. The expected
outcomes of the relationship should be specified and realistic.

The mentees should provide the due respect to their mentors and should carefully listen to their
opinions and advice, evaluate them and follow their instructions whenever applicable. Poor
communication with mentors is a main reason of failure of the relationship. Therefore, mentees
should freely communicate with their mentors regarding all issues of research, including hopes,
challenges and disappointment. However, mentees should respect their mentors time and
possible busy schedule. They should allow enough time for their mentors to respond to their
requests and inquiries.

Mentees should understand that they are responsible for growing their careers and their mentors
will provide advice and feedback-and make them think differently but they will not take decisions
for them. Mentees should_disseminate all possible information_to their mentors and should
honestly involve them in all issues of research in both success and failure. Mentees should also

maintain confidentiality of research and intellectual property or their mentors at all times.

3. Research documentation and record keeping

Documentation is an importantrand._essential step‘for any-successful research project. It is the
main method through which researchers acknowledge the works of others to avoid intellectual
thefts and plagiarism. Junior scientists must learn how to take efficient notes during their research
journey to identify the sources of their.information and.to properly cite them in their writing.
Record keeping is also a fundamental process in scientific research. Record keeping starts from
planning the research and describing the research protocol and extends to data processing, data
analysis, interpretations of results, and communications among different collaborators. Research
records are critical for replication of results, for publication of scientific papers and reviews, for
preventing research misconduct and for compliance with rules and regulations. Research records
should not be written for private planning and management by the individual researcher. They
should be written for the purpose of general documentation and should be directed to everyone

who may follow the research procedures in subsequent times. Research records show allow the
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repetition of the procedures and activities by the researchers and by others. Maintaining accurate
research records is also important for potential subsequent commercialization of research and
patents registration. A proper research record is the researcher’s means for defending any

challenges related to the data authenticity and intellectual property.

Researchers should keep clear and accurate records of all the procedures followed during the
research. Good research records should describe

- What the researchers did?

- When they did the research?

- Why they did the research?

- How they did the research?

- What are the materials and equipment used?

- What were the results (prints for data if possible)?

- How the results were manipulated, analyzed, and interpreted?

- What will be the future plan in the light of the obtained results?

Although there are no specific rules for proper research recording, a good research record should
be hand-written by ink in a lab notebook or stored electronically when appropriate. Sometimes,
electronic results can be printedrand affixed to the notebeek or at least their positions in other
electronic files and database should be clearly.described. Any corrections should be clearly noted
while keeping the original entry. Research records should be written while performing the
research and should be dated and signed. Research records should be well organized, well labeled
and indexed. They should include both successful and unsuccessful results and activities and
should be accessible to others.

Research records should be kept in a secure place in the university or institution for an appropriate
period of time. There is no specific time for storing the data after conclusion of the project. Some
regulations specify 5- or 10-years of record keeping after conclusion of a research. Generally,
researchers should keep their research records for as long as they can guarantee that the records
are secure, even indefinitely, if possible. Limitations of storage space may make this difficult.

Therefore, a general rule is that a researcher should keep the research records for at least 5 years
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or longer, depending on the applicable standards. These records should remain the property of

the university or the institution and not the researcher.

4. Responsibilities of research supervisors

Senior scientists and supervisors (mentors) have responsibilities to prepare and develop the next
generation of researchers. They should provide their junior scientist mentees with proper
guidance in scientific research including understanding and adhering to the general rules of good
research conduct and social responsibilities of researches. They should serve as role models for
junior scientists in all aspects of research and academic affairs and should transfer their experience
to them.

Supervisors are expected to provide tailored guidance and motivation to individual students based
on their abilities and personalities.. They are responsible for the selection of the research theme
and establishing the goals of research. They should continuously.teach and guide their students
through experiments, discussions, meetings, and seminars. The mentors should ensure that their
mentees can safely communicate with them regarding any thoughts, challenges or obstacles. They
should support junior scientists and help them overcome any obstacles or barriers faced in their
research. They should always' listen to their mentees.and provide them with honest and
comprehensive feedback.

Supervisors should give their mentees the freedom to grow and develop their careers and make
their own choices based ‘on thein preferences. Furthermore, supervisors should guide their
mentees to develop critical thinking.and to learn how.to write scientific papers and grant
applications as well as how to effectively participate in scientific conferences and seminars.
Supervisors are responsible for ensuring the quality of dissertations presented for obtaining the
scientific degree (master of PhD). A good research student may not have the ability to write a high-
quality dissertation. Therefore, supervisors should guide their mentees throughout the writing
procedures and they should revise each part and provide constructive feedback for the
improvement of the dissertation. Low quality dissertations may undermine the public confidence

in scientists and in scientific research.
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Supervisors are also responsible for ensuring that the final dissertation follows the regulations and
requirements of the institution. Furthermore, they should make the final proof-read of language
and should confirm the clarity of the figures and tables presented. Finally, supervisors are

responsible for guiding their mentees to submit their own work and avoid plagiarism.

5. Relationship with junior researchers

Supervisors and junior scientists are not expected be close friends. Supervisors are expected to
have a professional relationship with junior scientists without interference in their personal lives.
They are required to provide the necessary psychological support to their mentees through
encouraging, caring and recognizing the needs and obstacles.

Supervisors should establish the objectives and limitations of the relationship. They should not
transfer any negative comments.or opinions about their mentees to others and they should
maintain their confidentiality. When there is a conflict, the supervisor is expected to arrange
unbiased discussions with their mentees and may ask for interference of a third party, when
required. When the conflict is unsolved, the supervisor should take the necessary steps to fairly

end the relationship and find the mentees a new mentor.
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Chapter 9

Best Practices in Research Data & Publication

Scientific research (Biomedical, clinical, ...... ) require intensive efforts for data collection, analysis,
and generation, all of which result in high-quality, statistically accurate findings. These findings are
typically shared via established journals or conferences. These findings and the data behind them
are of high value to biomedical researchers, pharma companies, and healthcare practitioners as
well as governmental, non-governmental, and private sponsors of research. As a result, in recent
times, there has been an increased focus on finding ways to optimize this data through its effective
management.

Chapter 9: Best Practice in Research data & Publication
1. Research Data Management

2. Authorship
3. Corresponding authors
4. Acknowledgements
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Chapter 9: Best Practices in Research Data & Publication
The University considers the Research Data & Publication an important priority that high quality
research is disseminated to relevant audiences and that it supports the Assiut University objectives

of maximizing impact and benefiting society and the economy.

1. Research Data Management
The results of research projects include raw data, analyzed data, and data which arise during
research and is later translated into other forms or destroyed, including audio and video
recordings. Data can take many forms, including paper and electronic records, recordings, or

products arising from the research.

Research data management refers.to all aspects of data management concerned with research,
from developing a data management plan at inception, through the life of the project, to archiving
and making available research data, where appropriate. Inadequate attention to research data
management can result in serious research misconduct, including breaches of confidentiality, or

errors in reported data.

Dissemination and Publication

The faculty expects researchers (authors) to demonstrate honesty and integrity in disseminating
the results of research and in knowledge exchange activities..Authors are accountable for the
content of their output and must be mindful that scientific misconduct in publications damages
the reputation of both individuals and their institutions. Author accountability extends to the

disclosure of individuals’ roles in the preparation of a manuscript and must be detailed.

1- The faculty expects anyone listed as an author on a paper to have made a substantial
contribution to the design, conception, or execution of the project, and/or to the writing of the
manuscript or other form of output.

2- A publication which is similar to other publications derived from the same research must
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contain appropriate reference to the other publications. Publications derived from a large
program of research (or doctoral thesis) when submitted must all be uniquely differentiated in
terms of the data presented and messages contained within. There should be no evidence of
replication.

3- It is a good practice to appropriately reference previous publications by the research team
to demonstrate how the current publication is credibly adding to the body of knowledge.

4- Authors must never submit a manuscript to more than one publisher simultaneously. A
manuscript that has been rejected by one publisher may be resubmitted to a second-choice
journal.

5- Researchers should avoid fragmenting research simply to maximize the number of articles
for publication.

6- Authors should be mindful.of the varying forms of what may constitute publication. This
includes open access publications, social. media, drafts of articles submitted for publishing
elsewhere, or the submission of a thesis to a library.

7- In studies involving human participants, participants should, where appropriate, be
informed of how they may access the outcomes of the study.

8- Researchers should make all reasonable attempts.to maximize the impact of their work,
whether this involves the academic._community, potential-users, or the public. This may, for
example, include oral presentations, magazines,;and the use of social media.

9- It is a good practice to declare any conflicts of interest in relation to a publication, such as
funding or relationships with'companies with a commercial interest in the findings.

10- Researchers must avoid offensive statements.

11-  All authors should accept personal responsibility for ensuring that they are familiar with
the output contents and that they are able to identify their unique contribution.

12- Failure to acknowledge properly all direct or indirect contributions made by other persons
may be considered poor research practice and possibly research misconduct.

13- Thanks, must be attributed, where appropriate, to the body or bodies funding the project
(some funders require formal acknowledgment with specific requirements for information to be

included, and these must be complied with). Some funders request prior notification of media
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coverage, and this should be complied with wherever possible.

14-  Authorizing publication:

a. The Project Manager of a research project should authorize the publication of results,
and researchers should not proceed without this authorization.

b. Authorization should describe both the content of the publication and the intended
place of publication.

c. Normally, all co-authors should approve the proposed publication in the form
submitted (and, if relevant, as later revised) prior to submission.

d. Inthe case of research that has been funded by an external body, the Project Manager
should ensure that any funding body requirements or expectations regarding
notification prior to publication, and open access requirements, are met.

15- Intellectual property:

a. Intellectual property (IP) is the general term for intangible property rights which are
a result of intellectual effort. Almost all research activity will involve some form of
intellectual property.

b. The University requires all research involving intellectual property to be subject to
adequate legal arrangements and agreements:

c. IP rights (IPR) are the.legal recognition of thesspecified IP ownership. It includes:
copyrights, performance rights, database rights, patents, design rights, registered
design rights, trademarks, know-how, and confidential'information.

d. The University requires that the ownership.and potential exploitation of IP be clearly
defined before the commencement of any research.

e. Itisimportant to the University that individuals do not infringe third party IPR in their
work. Researchers must not use third party IPR in research without appropriate
permissions and licenses from the owner(s) of that IP.

f.  Where licenses or permissions are granted, they must be in writing and should be put
in place with assistance from the Contracts & Legal Team.

g. The University owns IP, IPR, products, and materials, unless specifically excluded

under the Policy.
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h. In most circumstances, the University does not claim ownership of scholarly works
(such as journal articles, conference papers, works of art, etc.), and ownership of
these works usually resides with the author(s).

i. IPR arising from postgraduate study/research will be owned by the University if it
relates to or arises from an existing University project, involves significant use of pre-
existing University-owned IP, involves funding or collaboration with third parties, or
is specifically negotiated between the University and the postgraduate student in

other specific circumstances.

2. Authorship

Authorship provides credit and jearries accountability for a researcher’s contributions to a study.

Authors are expected to fulfill these criteria:

. Each author is expected to have made substantial contributions to the conception OR
design of the work; OR the acquisition, analysis, OR interpretation of data; OR the creation of new
software used in the work; OR have drafted the work or substantively revised it,

° AND to have approved the submitted version (and any substantially modified version that
involves the author's contribution to the study),

° AND to have agreed both to be personally accountable for the author's own contributions,
and to ensure that questions related to the accuracy or integrity of any part of the work, even
ones in which the author was not personally involved, are appropriately investigated, resolved,

and the resolution documented in the literature.

3. Corresponding Authors

Corresponding authors are responsible for:

1) Ensuring that all listed authors have approved the manuscript before submission, including
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the names and order of authors.

2) Ensuring that all authors receive a copy of the submission.

3) Ensuring and verifying that all substantive correspondence with editors and reviewers, and
that all data, figures, materials (including reagents), and code, (even those developed or provided
by other authors), comply with the transparency and reproducibility standards of both the field
and publishing journal.

4) Ensuring that original data, original figures, materials, and code upon which the submission

is based are preserved so that they are retrievable for reanalysis.

5) Confirming that all data, figures, materials, and code presented accurately reflects the
original.
6) Indicating whether any authors on earlier versions have been removed or new authors

added and why.

7) It is obligatory that the corresponding author ensure that all authors (or group/laboratory
leaders in large collaborations) have certified the author list and contribution description, all
authors who deserve to be credited on the manuscript are indeed identified, no authors are listed
who do not deserve autharship credit, and that author contributions, where they are provided,
are expressed accurately.

8) Predicting and minimizingobstacles to the sharing.ef.data, materials, and code described
in the work. The corresponding author should be responsible for managing these requirements
across the author group and ensuring that the entire author group is fully aware of, and in

compliance with, best practices in the publication discipline.

In order to discourage ghost authorship, corresponding authors must reveal, as appropriate,
whether the manuscript benefited from the use of editorial services that, if unacknowledged,
might constitute an undisclosed conflict of interest. Examples include use of an editor from an
organization that may have a vested interest in slanting the results, or reliance on a technical
writer at a level that would warrant authorship credit. These situations might variously be
addressed by including a statement in the acknowledgments, by describing the effort in the

methods section, or by adding an author.
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The involvement of scientific (medical) writers or anyone else who assisted with the preparation
of the manuscript content should be acknowledged, along with their source of funding. The role
of medical writers should be acknowledged explicitly in” the Acknowledgments” or” Authors”

contribution sections as appropriate.

4. Acknowledgments
All contributors who do not meet the criteria for authorship should be listed in”
Acknowledgments” section. Examples of those who might be acknowledged include a person who
provided purely technical help or writing assistance, or a department chair who provided only

general support.

Citations

Research articles and non-research articles (e.g., Opinion, Review, and Commentary articles) must
cite appropriate and relevant literature in support of any claims made. Excessive and inappropriate
self-citation or coordinated efforts among several authors to collectively self-cite is strongly

discouraged. Authors should consider the following'guidelineswhen preparing their manuscript:

1) Any statement in the manuscript that relies on external sources of information (i.e., not
the authors' own new ideas or findings,or general knowledge) should provide a citation.

2) Authors should avoid citing derivations of original work. Instead, they should cite the
original work rather than a review article that cites an original work.

3) Authors should ensure that their citations are accurate (i.e., they should ensure the citation
supports the statement made in their manuscript and should not misrepresent another work by

citing it if it does not support the point the authors wish to make).

4) Authors should not cite sources that they have not read.
5) Authors should not preferentially cite their own or their friends’, peers’, or institution’s
publications.
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6) Authors should avoid citing work solely from one country.

7) Authors should not use an excessive number of citations to support one point.

8) Ideally, authors should cite sources that have undergone peer review whenever possible.
9) Authors should not cite advertisements or advertorial material.

10) “Try to have the majority of citations be no more than 10 years old.” This is a requirement

for some journals.
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Chapter 10

Research Misconduct

Research misconduct means fabrication, falsification, or plagiarism in proposing, performing, or
reviewing research, or in reporting research results. Behavior that would be considered scientific
misconduct could occur at all points in a research protocol and could encounter different types of
scientific research misconduct at different stages, right from the origination of different types of
scientific studies itself to the publication of the results. It's a Question of Integrity as, any
misconduct that damages the integrity of the research process, specifically the steps of the
Scientific Method, is considered to be a greater transgression than any subsequent misconduct in

the publication of research results.

Chapter 10: Research misconduct
1. Principles of Research Ethics
2. Types of research misconduct

2.1.Submission of fraudulent data, fabrication, falsification
2.2.Incomplete or improperly processed-data
2.3.Authorship issues

2.4.Competing interests

2.5.Redundant and duplicate publication
2.6.Plagiarism
2.7.Data Sharing
3. Reporting misconduct and Responsibilities of Institutions
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Chapter 10: Research Misconduct

Integrity and general ethics (or morality) consists of the standards of conduct that apply to all
people in a society. Scientists, policymakers, scholars, and the public have become increasingly
concerned with coercion associated with scientific integrity. Fraudulent academic research,
plagiarism, manipulation and suppression of data, exploitative mentoring of students, and misuse

of funds, as well as animal abuse, are scandals associated with unethical research.

Violation of ethical standards by scientists destroys the public’s trust, weakens support for

research, and results in harm to individuals, society, and the environment.

a. Principles of Research Ethics
Ethical principles are foundational to our understanding of good scientific practice and are
embodied in the following guidelinessand regulations, professional codes, and institutional and

journal policies:

a. Honesty: Scientists should communicate honestly with each other (as well as with research

sponsors, institutions, and the public).

b. Due care: Scientists should avoid careless errors and strive to control biases in research.
C. Data sharing: Scientists should share data, results, methods, and tools.

d. Fair credit: Scientists should assign credit fairly and equitably.

e. Stewardship of resources: Scientists should make effective and economical use of physical,

financial, and other resources:

f. Respect for peers and students: Scientists should treat their students and colleagues with
respect.

g. Respect for property: Scientists should respect physical and intellectual property.

h. Respect for research subjects: Scientists should show appropriate respect toward human

and animal research subjects.
i. Respect for the law: Scientists should obey institutional policies and legal rules that apply
to their work, and should promote compliance with policies and rules.

j. Non-discrimination: Scientists should not unfairly discriminate against peers or students.
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k. Social responsibility: Scientists should maximize benefits and minimize harms to society,
public health, and the environment.
l. Academic and Intellectual Freedom: Scientists should respect the right to freedom of

inquiry and debate.

These principles also imply institutional obligations and responsibilities. Research institutions can
help to guarantee that ethical standards are upheld by developing, disseminating, and enforcing
policies that emphasize these standards; by supporting education and training in research ethics;

by promoting ethical management and leadership; and by auditing research.

- Some risks to serious research
There are many risks involved insserious research in relation;to solving scientific problems. These

risks include the following:

a. Formation of immature pasteurized results.

b. lgnoring counterevidence or inconsistencies with the researcher's findings.
C. The habit of thinking within fixed boundaries, i.e., lack of originality.

d. Inability to obtain all the facts about a problem.

e. Inaccuracies in observations.

f. Errors in matching or reconciling the indicators of cause and effect.

g. Affects resulting from personal judgments and preconceived or self-bias.

b. Types of Research Misconduct

Violations in research integrity, either in the integrity of the scientific record or integrity in the
practice of science (proposing, performing, or reviewing research, or in reporting research results),
could be involved in cases of research misconduct. Such misconduct must be committed
intentionally, knowingly, or in disregard of accepted practices. If researchers have severely
violated ethical standards, it is classified as research misconduct. Research misconduct is subject
to reporting and investigation to determine if the intent was to commit fraud, or if it was a mistake

or oversight.
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Many researchers have been found guilty of various types of research misconduct and others have
been charged and prohibited from participating in research studies according to legislation and

University rules.

2.1.  Submission of Fraudulent Data, Fabrication, and Falsification

This includes any type of research fraud or “intent to cheat,” including publishing data or
conclusions which were either changed or fabricated. Research fraud can have detrimental

external effects:

1- Damage to the careers of colleagues and students who unknowingly coauthored fraudulent
research articles.

2- Patients can suffer, in clinical.research, because of distortions regarding the efficacy of
treatment options.

3- Valuable resources can be wasted (research funds and time) thereby delaying scientific
progress.

4- The image of the scientific field can be damaged by news about scientific fraud and reduces the

public’s trust in science.

- Fabrication: is the act of making up data or results and/or presenting an incorrect research result
or conclusion. The recording of results or the studies might not have been performed, or were

performed artificially, or used altered numbers.

- Falsification is the manipulation of research equipment, materials, or processes; or the omission

or changing of data or results so that the research is not accurately represented.

- Photo manipulation: Although the type of manipulation allowed can depend largely on the type
of experiment presented, improper photo manipulation includes imagery and microscopy
manipulation such as the linking of different images together to represent a single image or event,

or any change that hides information or shows a very small part of the image to veil or obfuscate
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some information. The improper manipulation of images also includes the use of computer

programs that permit images to be sharpened, the colors changed, or the boundaries altered.

Both falsification and fabrication are extremely serious forms of misconduct as they could result
in aninaccurate scientific record (i.e., distortion of scientific reality). Falsifying research, submitting
incorrect information to journals, or failing to retain all study data for later examination, even after

publication, is a form of research misconduct.

Obvious fraud and fabricated research can often be easily identified: e.g., a lab doesn’t have the
capability to conduct a particular type of research or the results from the control experiment may
be offered as too “perfect,” leading to doubts of fabricated or falsified data. Most fraud is detected
through information from whistleblowers from within an organization. Additionally, outside
researchers, as well as auditors, journal reviewers, and editors identify other red-flags, such as

inconsistencies, duplicate data, non-reproducible experiments, ete.

2.2.  Incomplete or Improperly Processed Data

It is necessary to honestly present all data in an unbiased manner. Manipulation by researchers
during data analysis can be classified asa form of research misconduct (i.e., knowingly and willingly
including data outliers and missing data, editing”data, using statistical methods to draw
unsupported conclusions from-data; or using-digital processing programs in order to represent
data incorrectly). Note that, the statistical interpretation of research data and empirical results is
part of scientific discourse, and also concerns the question whether the interpretation is correct
or not. It can be considered misconduct only in cases of persistent misrepresentation of the facts

and presentation of unjustified conclusions.

While it may be commonplace that inconvenient data are sometimes excluded from a
study or that results are used after advantageous statistical adjustment, it is unacceptable. Even
with full transparency, publication bias can mislead the record when it results in a greater

probability that positive studies could be published and negative ones rejected.
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Therefore, journal publication guidelines may appear to justify a degree of misrepresentation of
data, but the following crucial requirements for submitted research papers are mandatory:

1- All sources and methods used to obtain and analyze data must be fully revealed.

2- Methods of analysis must be clarified and/or referenced.

3- Post hoc analysis of subgroups is acceptable so long as it is revealed.

4- Discussion sections must declare how subjects of possible bias have been addressed.

2.3. Authorship Issues

All researchers designated as authors should be qualified and each should have participated
sufficiently to assume public responsibility for the contents. A researcher should be included only
if they made a substantial contribution to the research, i.e., contributed directly to the study
conception, the study or trial design;.the analysis and interpretation of data, or the drafting or

revising of the article for intellectual content and final approval.

Author Violations Include:

. Not providing an accurate account of the authors

° Lack of accuracy in highlighting authors' roles

° Co-authoring of fake or falsified research

° Submitting incorrectinformation to journals

° Ghost authorship (where the true author is not listed as the.author)

° Honorary authorship (when an author is listed without having fulfilled the usual

requirements to justify their inclusion)
. Failure to retain all study data for later examination after publication

° Granting of copyrights to those who have not made substantive research contributions

Authorship responsibility (The responsibility of writing the research): Clarifying the roles of the
participants accurately and avoiding naming authors out of courtesy or for assistance in joint

research. All authors of a scholarly publication must make reasonable attempts to verify results
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submitted to academic journals for publication. Simultaneous submission to more than one

journal, i.e., duplicate publication of results, should be avoided.

2.4, Competing Interests

The appearance and accusation of competing interests for an author can develop after publishing
papers. Authors can be perceived to have enhanced their curriculum vitae in order to receive
stronger appointments and consequently increase their profits. To be academically objective and

fair is the goal and if competing interests are later revealed, readers may feel misled or deceived.

A conflict of interest in research involves the following:

The investigator has a professional, personal, political, or financial interest that may affect their

behavior or judgment.

Financial interests may include being paid by the sponsor of a research project to undertake the

work, or receiving refunds for lectures or travel.

Sharing ownership or holding stock, consultancies, and seeking patent rights in any device or

product related to the research.

Upon submission of research.to any.journal;.a.signed.declaration of any competing interests (or

lack of interests) should be required from all authors.

2.5. Redundant and Duplicate Publication

- Redundant publication: Producing several papers from one dataset may be professionally
accepted only if the study has different implications for differing professional or specialist groups.
However, it is considered misconduct to produce a number of papers from one dataset which is
relevant to a specific readership and which delivers the same message, or a study may be

redundant when a subject has been comprehensively and convincingly elucidated.
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- Duplicate publication: a paper appearing in two different journals, or sending the same or similar
findings (from the same study) to more than one journal is research misconduct. This results in
readers being misled. The second submission may involve intellectual theft from the journal which
published the initial study, and they may hold copyright or a license which only allows the author

to use the material with permission.

In such cases, all forms of covert data reuse could have serious negative consequences for the
integrity of the scientific database. Editors have a duty to publish a notice of withdrawal of the
second publication and to request the employer or funder of the corresponding author to

undertake an investigation.

Editors may accept papers whichshave been published previously in another language, provided
that the original is clearly listed in the references and an informed decision had been made on

whether the value for readers, or public health generally, outweighs previous exposure.

Full disclosure, both upon submission and in citations, is the key factor. Authors who submit a
manuscript for publication containing previously distributed data, reviews, conclusions, etc., must
clearly indicate to the editors and the readers the nature of the previous distributions. The

attribution of data must never be in doubt.

2.6. Plagiarism

Plagiarism: is the appropriation of someone else's ideas, processes, results, or words without
giving proper credit or attribution, and represents intellectual theft. Plagiarism also includes the
act of taking an unrelated character from an unrelated post and reproducing it exactly into a new
post, claiming that it represents new data. Therefore, when authors quote the work of others,

they must make clear the origin of the material and provide a reference to the original material.
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Self-plagiarism: is the multiple posting of the same content with different titles or in different
magazines, or the same article being published in a different language, or an author writing a

review article to “recycle” their own previous work.

Unfortunately, this seems to be a worldwide phenomenon that begins among university students
and extends to authors using “cut and paste” techniques from the internet. When accused of

plagiarism, some may not realize that they have done something wrong.

2.7. Data Sharing

The obligation to share data sometimes conflicts with other obligations and interests, such as
protecting people's privacy and confidentiality, protecting business information and intellectual
property rights, following rules regarding classified research, and protecting scientific priorities
and credit for one's achievements. Scientists may use a variety of strategies, such as data-sharing

and confidentiality agreements to balance data-sharing obligations with confidentiality protection.

Responsible research data management is essential to guarantee access to, and protection
of, research data against theft, misuse, damage, and loss. The researcher should take care to
adequately store and archive research data, andsmake_them.retrievable and accessible. The
recommended storage period, if no other period-is required by an applicable legal, contractual, or
subsidy rule, is that all raw'and processed research data must be stored for at least 10—-15 years

(for medical data) once the research is formally completed.

Intellectual Property: Patents help promote scientific and technical innovation.

3. Reporting Misconduct and Responsibilities of Institutions

3.1. Reporting Misconduct
The duty to report suspected misconduct (described previously) often conflicts with self-interest,
since the person making accusations may face professional or personal repercussions, as well as

result in a waste of time and effort.
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Whether it is before a paper is written or after it is submitted and published, the sooner errors are
noticed and corrected, the better. Researchers have a duty to take action if they become aware
of errors or possible research misconduct. If they notice a mistake in one of their own publications,
they should write to the journal and ask them to publish a correction, or if the mistake affects the

conclusions of the paper, ask for it to be retracted.

3.2. Responsibilities of Institutions

The way the host institution manages allegations of research misconduct is critical, but is often
handled poorly, not least due to conflicts of interest (such as fear of reputational damage), lack of

experience, and established protocols.

Research institutes should advocate for effective policies to guide research studies across the

world in order to prevent unethical research and misconduct.

In many countries, investigations into research misconduct have two phases. First, there is a
preliminary investigation and the collection and securing of evidence. The main goal of this stage
is to determine whether the allegations have substance, or if lacking, can be dismissed. If the case

cannot be dismissed, then the investigation should continue to a second, more thorough stage.
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Plant Ensemble

National Center for Biotechnology Information (NBCI)

U.S. National Plant Germplasm System (USDA)

Leibniz Institute of Plant Genetics and Crop Plant Research (IPK)
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