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INTRODUCTION

BACKGROUND

Beirut Arab University has established its Institutional Review Board (IRB) to review and approve the
increasing number of research projects invo|vmg humans and animals conducted dr/by BAU and the

Affiliated University Hospitals.

All projects in which a university academic staff member or student investigates humans or animals
for research purposes must be reviewed by the Institutional Review Board (IRB) prior fo initiation of
the project. It is the responsibih’ry of the investigator to seek review of any sfudy invo|ving humans and

animals.

The IRBisin chorge of the institutional responsibihw for assurance of protfection of humans and animals

involved in research or related activities.

RESPONSIBILITIES, AUTHORITIES, AND OBJECTIVES

Beirut Arab University's Institutional Review Board (IRB) is a formally designated committee to review,
approve, and monitor biomedical and behavioral research invo|ving human subjeds conducted b\/
academic staff and students at BAU and/or its affiliates. BAU Institutional Review Board is also
concerned in safeguarding animal rights. BAU's IRB has the right to approve, require modifications in
p|onnec| research prior to opprovo|, or disopprove research. The IRB has the righ’r fo regu\or|\/ moniftor
comphgnce to the ethical guidehnes of the opproved pro‘roco|s at intervals of at least once per year until

the research is Comp\eJredA

The IRB reviews any research performed within the University premises or in collaboration with other

institutes or Hospifcﬂs either within the University or at other locations.

The IRB provides independen’r and timed decisions based on adherence to the guidehnes in comp|ionce

with international declarations inc|uo|ing Nuremberg, He|sinl<i, and Belmont declarations].
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MISSION

The IRB aims to safeguard the protection of the dignity, rights, safety, and welfare of all actual or

poTenTio| research subjec‘rs.
VISION

The IRB is looking towards modern approaches and concepts and practical and ethical scientific
research to ensure the sfrengfhening of the quo|ier of scientific research in accordance with international

standards for the service of society and the requirements of the labour market.

MEMBERSHIP

The Institutional Review Board (IRB) chairperson, coordinator and members are appointed by BAU
administration at the beginning of each academic year; the duration ofoppoinfmenf lasts one year. The
IRB has the freedom to work independently and decide on the merits of proposals without interference

within the institutional framework.

The BAU Institutional Review Board is composed of at least eight members based on these criteria:

- The members must have enougn collective experience, expertise, and diversify to make informed
decisions on whether the research is ethical, informed consent is sufficient, and appropriate
sofeguords have been putin p|oce.

- If the IRB works with studies that include vulnerable populations, the IRB should have members
who are familiar with these groups.

- The IRB includes:

- A physician, dentist, pharmacist, health sciences field member, and social behavioural science
expert

- Alaw expert

- A "Community Member” familiar with social values, who is not offiliated with the institution or

in the immediate Fomi|y of a person aoffiliated with the institution.

Whenever there is a possibi|i’ry of conflict of interest, members are asked to declare their association
with the proposq| and withdraw from the reviewing process. |IRB members may not vote on their own

projects.

Guidelines for Humans
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ETHICAL GUIDELINES!
International Instruments and Guidelines

The first international instrument on the ethics of medical research, the Nuremberg Code, was pub|ished in
1947 as a consequence of the trial of ph\/sicions (the Doctors’ Trial) who had conducted atrocious experiments
on un-consenting prisoners and detainees during the Second World War. The Code, designed to protect the
integrity of the research subject, set out conditions for the ethical conduct of research invo|ving human subjects,

emphosizing their vo|un‘rc1ry consent to research.

The General Assembly of the United Nations adopted the Universal Declaration of Human Rights? in 1948
and the International Covenant on Civil and Political Rights® in 1966.

The Covenant in “Article 7" states that “no one shall be subjected without his/her free consent to medical or
scientific experimentation . [t is ‘rhrough this statement that society expresses the fundamental human value
that is held to govern all research mvo|vmg human subjecrs and the profection of the righrs and welfare of
all human subjects of scientific experimentation. The Declaration of Helsinki, issued by the World Medical
Association in 1964, is the fundamental international document in the field of ethics in biomedical resecrrcrw;
it has influenced the formulation of international, regiono| and national |egis|orion and codes of conduct. The
Dec|ororion, amended severdl tfimes, most recen‘r|y in 2000, is @ Comprehensrve statement of the ethics of
research involving human subjects. It sets out ethical guidelines for researchers engaged in both clinical and

nonclinical biomedical research.

After the publication of the Council for International Organizations of Medical Sciences* (CIOMS) in 1993,
many ethical guio|e|rr1es on clinical trials have been pub\ished by several international organizations. This has
included a publications by the World Health Organization®in 1995 entitled Guidelines for Good Clinical Practice
for Trials on Pharmaceutical Products and a publication by the International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH), in 1996 entitled, Guideline
on Good Clinical Practice, designed to ensure that data genero‘red from clinical trials are muTuoHy occeprob|e
to regulatory authorities in the European Union, Japan and the United States of America. The Joint United
Nations program on HIV/AIDS published the UNAIDS Guidance Document Ethical Considerations in HIV
Preventive Vaccine Research® in 2000. On the other hand, UNESCO adopted the Universal Declaration
on Bioethics and Human Rights” in 19 October 2005.

When deo|ing with biomedical research invo|ving human subjecrs, the international Human Righrs insfruments
should be considered. The Universal Declaration of Human Rights, which, particularly in its scientific provisions,
was highly influenced by the Nuremberg Code; the International Covenant on Civil and Political Rights;
and the International Covenant on Economic, Social and Cultural Rights. Since the Nuremberg experience,
Human Rights Law has expanded to include the protection of women (Convention on the Elimination of all

Forms of Discrimination against Women) and Children (Convention on the Rights of the Child).

v,

General Ethical Principles

The three basic ethical prrncip|es, nome|y respect for persons, beneficence, and justice should guide all research
invo\ving human subjects. These princip|es, which in concept have equ0| moral force, guio|e the conscientious
preparation of proposo|s for scientific studies. They may be expressed diﬁerenﬂy in varying circumstances and

given different moral Weigrfr and their opp|ico’rion may lead to different decisions or courses of action.

Two fundamental ethical considerations are assimilated in “Respect” for persons, namely:
- Autonomy, respect forthe capacity of self-determination in freating those who are capob|e of deliberation
about their persono| choices.

- Persons with impoired or diminished autonomy should be offered security against harm or abuse.

‘Beneficence” refers to the ethical obligation to maximize benefit and minimize harm. This principle gives
rise fo norms requiring that the risks of research be reasonable in the |igrﬁ of the e><|oedeo| benefits, that
the research o|esigr1 be sound, and that the investigators be competent both to conduct the research and
sofeguord the welfare of research subjecrs. Beneficence further proscribes the deliberate infliction of harm on

persons; this aspect of beneficence is sometimes expressed as a separate princip|e, no maleficence (no harm).

Justice” refers to the ethical obligation to treat each person in accordance with what is morally right and
proper and to give each person what is due to him or her. In the ethics of research invo|ving human subjects,
the prmcip|e refers prrmori|y to distributive justice, which requires the equr‘rob|e distribution of both the burdens
and benefits of parficipation in research. Differences in distribution of burdens and benefits are justifiable on|y

if Jrhey are based on moro||y relevant distinctions between persons; one such distinction is vu|nerobi|iry‘

“Wulnerability” refers to a substantial incapacity to protect one’s own interests, owing to such impediments
as lack of ccrpobihry fo give informed consent, lack of alternative means of obroining medical care or other
expensive necessities, or bemg a junior or subordinate member of a hierarchical group. Accordmg|y, specio|

provision must be made for the profection of the righrs and welfare of vulnerable persons.

WORKING PROCEDURES
Meeting Procedures

- The IRB will meet four times per academic year and review Qpp\ico’rions. Approved opp|icorions will
be valid for up to three years.

- The IRB meeting is called to order when a quorum of more than half of the members is present.
Approval of an action requires a majority vote when a quorum is present. IRB members with conflicting
interests cannot count fowards quorum. The meeting ends when business is finished. The meeting

ogendo should be orronged and sent e|ec’rror1ic0||y one week before to all the members.
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Voting System

1- Voting af @ convened meeting takes |o|0ce under the {o||owing conditions:
- A quorum of the members must be present for all reviews/actions voted on at a convened meeting.
- A passing vote must consist of a maijority of members present voting in favour of the motion.
- External consultant do not hold a voting right in the IRB.
- External consultants will not participate in the vote.
- Community members must o|woys be present for a vote.

-A physicion must be present fo vote on human subjed regu\cﬁred research.

2- If the outcome of the IRB vote is that modifications and/or additional information is required, the

IRB chairperson or the coordinator may review and approve the Pl's response on behalf of the IRB.

Issuing and Reporting the Final Decision

Investigators will be notified e|ecfronico||y and/or b\/ a formal letter of the decision of the IRB and any
chonges required If minor speciﬁc Chqnges are required, the chonges, once returned, may be reviewed
and approved by the chairperson or coordinator. The IRB chairperson or the coordinator may approve
minor speciﬁc chonges without return to the full board for review (eg. address chonge, addition or deletion
of eruo|\/ personne|, chonge in number of subjeds to be recruited, etc.) The IRB shalll noﬁfy investigators
and the institution e|edronico||\/ via email of its decision to disopprove the proposed research activity or of
modifications required to secure IRB approval of the research activity. If the IRB decides to disapprove a
research activity, the reasons for its decision will be sent electronically to give the investigator an opportunity
to respond. Any Suspension or Termination of approval shall include a statement of the reasons for the IRB's

action and shall be reporTed to the investigator.

Documentation Archival and Duration

The IRB, through its administrative staff, shall prepare and maintain adequate documentation of IRB
activities, inc|uo|ing the fo||owing:

1- Copies of all research proposo|s reviewed and any associated documentation or materials, inc|uo|ing:
scientific evaluations, somp|e consent documents, progress reports, amendments or extensions
submitted by investigators, reports of incidents orinjuries to subjects, and copies of all correspondences
between the IRB and the investigators. FDA has specified record-keeping and record retention
requirements; genero”y, FDA regu|o+eo| research records must be kepf for 2 years. According|y,
BAU IRB regulations, research records are archived for 3 years after completion of all its activities
while digifcﬂ records are kepf for more than 5 years.

2- Minutes of IRB meetings show attendance at the meetings; actions taken by the IRB; the vote on
these actions including the number of members voting for, against and abstaining; the name of
any person with a conflict of interest and reason for conflict; the basis for requiring chqnges in
disopproved research proposo|s; and a written summary of the discussion of controversial issues and

their resolution.

Z
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3- Listing of confinuing review activities and research proposo|s that have been opproved under the
expedh‘ed and exempt review procedures
4- Alist of IRB members and working procedures guidelines.
Records required by this po|icy and those re|0ﬁng to conducted research shall be retained for at least three
years after comp|eﬁon of the research. The records of the IRB pertaining fo individual research activities will
not be accessible outside the IRB and the individual researcher except for purposes of audit or inspection by

federal agencies fo assure comp|ionce

Funding Resources

BAU is the main and only source of funding for BAU Institutional Review Board. The IRB does not charge

any fees for review of research studies invo|ving human and animal subjec’rs.

TYPES OF REVIEW
Exempt Research

Research that presenfs no more than minimal risks to non-vulnerable participants is exempt from the IRB's
review and opprovo| process. The IRB choirperson or coordinator determines that a research project proposo|
quo|iﬁes as exempft from E><peo|?reo| or Full Review. Research that falls into one of the categories below may
be exempted from IRB review:
- Research conducted in established or commonly accepted educational settings, involving normal
educational practices, such as:

+ Research on regu|or and specio| education instructional strategies.

« Research on the effectiveness of or the comparison among instructional Techniques, curricula, or
classroom management methods.

- Research invo\ving the use of educational tests (cogniﬂve, diognosﬂc, opﬂfude, achievement), or
observation of pub|ic behavior, unless:

+ Information obtained is recorded in such a manner that human subjects can be identified, direcﬂy or
Through identifiers linked to the subjecfs.

« Any disclosure of human subjed responses outside the research could reosonob|y p|oce the subjeds at
risk of criminal or civil |i0bi|ify or be domqging to the subjeds' financial sfonding, emp|oy0bi|ify, or
reputation.

- Research invo|vmg wo’rching pub|ic behavior of children, where the investigator does not take part in the
activities.

- Research invo|ving data, documents, pofho|ogico| specimens, or diognosﬁc specimens pub|ic|y available
or if the information is recorded by the investigator in such a manner that subjeds cannot be identified,

direcﬂy or Through identifiers linked to the subjeds.
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- Research and demonstration projects which are conducted by or subjected to the o|o|orovo| oidepon“rnen‘r - Voice, video, digital or image recordings made for research purposes, such as investigations of speech
or agency heads and which are designed fo srudy, evaluate, or otherwise examine: defects. For e><om|o|e, an audio recording on which subjec’rs are asked to speok common words for the
» Public benefit or service programs. purpose of measuring voice timber would quo|iiCy for Expedired Review. A recording of a rneropy session
+ Procedures for obioining benefits or services under those programs. with a pafient would not quo|ii(y for Expedired Review; a Full Review would be required due to the
+ Possible cnonges in or alternatives to those programs or procedures. sensitive nature of the contents.
« Possible cnonges in methods or levels of payment for benefits or services under those programs. - Research on individual or group behavior characteristics of individuals (such as studies of perception,
- Taste and food quo|iry evaluation and consumer acceptance studies: cognition, motivation, ideniiiy, |onguoge, communication, cultural beliefs or practices, and social
« If wholesome foods without additives are consumed. behavior) or research em|o|oying survey, inferview, oral nisrory, focus group, program evaluation, human
* If consumed food containing a food ingredieniL at or below the level of foxicity is found to be safe or if factor evaluation, or quo|i‘ry assurance me‘rnodo|ogies.

ogricu|iuro| chemicals or environmental contaminants at or below the level of toxicity are found to be
safe by the Food and Drug Administration or opproved by the Environmental Protection Agency orthe Full Review

Food Safety and Inspection Service of the regulatory bodies.
Y P d / Full review by the entire IRB panel is reserved for studies that have potential risk to human subjects. This may

. . inc|ude, but is not limited to:
Expedited Review
- Research invo|ving the administration of new drugs or other substances.

In some circumstances, if there is no more than minimal risk, expedi‘red review can be conducted even on - Research that moierio”y affects the pregnancy of a woman or the neo|‘rn/we||—being of fetuses in utero.

studies involving minors. Categories for expedited review are: - Research involving subjects with life-threatening physical conditions.

- Surveys/interviewing of children or observation of pub|ic behavior invo|ving children when the researcher
participates in the activity being observed.

- Surveys requesting information that expose the informant to criminal or civil |iobi|ii\/ or are exireme|y
persono| in nature in which the likelihood of associating the individual with the responses is very big.

- Collection of blood somp|es by icinger stick, heel stick, ear stick, or veni-puncture not exceeding 50 ml or
3 ml per kg (whichever is less) in an eignr week |oeriod, and collection may not occur more Frequen‘r|y than

fwo fimes per week.

Collection of hair and nail c|i|opings ina non—disfiguring manner or of deciduous teeth and permanent

teeth if patfient care indicates a need for extraction.

Collection of excreta, external secretions inc|uding sweat or un-cannulated saliva.

Collection of both supro—ond sub—gingivo| dental |o|ogue and calculus, |orovided the procedure is not
more invasive than routine propny|oc‘ric sco|ing of the teeth, and the process is occomphsned with

occepred propny|oc‘ric ‘recnniques.

Recording of data from subjec‘rs using non-invasive procedures rourine|y emp|oyed in clinical practice,
e><c|uding X-rays or microwaves. Where medical devices are ern|o|oyed, iney must be c|eored/opproved
for the market. Exomp|es include the use of pn\/sico| sensors that are o|o|o|ied either to the surface of the
body or at a distance and do notinvolve input of matter or signii(iconr amounts oienergy info the subjec’r or
invosionof’rnesubjecr'sprivocy, mogne’ricresononceirnoging,e|ec’rrocordiogropny,eieciroencepno|ogropny,
‘rnermogropny, detection of noruro||y occurring rodioocriviry, diognosric infrared imaging, dopp|er blood
flow, and e|ecrrorerinogro|ony. 5ubiecrs can participate in moderate exercise, muscular srrengrn festing,

body composifion assessment, and i(|e><ibi|iry festing where appropriate given the age, weign‘r, and health

of the individual.

- Research invo|ving pnysicoHy intrusive procedures.

- Research which previous experience (by the poriicu|or investigator or other investigators) has shown to
creafe a poieniio| of risk o subiec’rs

- Research that may result in a signhficoni level of psycno|ogico| or pnysico| stress.

- Research which po’ren’rio”y could put the subjec’r at risk for iego| or civil |iobi|i’ry or invade a subjecirs
privacy in regord fo sensitive aspects of his/her behavior (eg. i||ego| conduct, drug use, sexual behavior,
alcohol use) when there is a possibi|iry that the subjecr could be identified.

- Research invo|ving prisoners.

- Research that |o|oce5 proiecied popu|o’rions (such as children, menio”y retarded individuals, rnenio”y ll

individuals, and patfients with medical disorders) at more than minimal risk.

Continuing Review

Continuing review of research conducted on human subjects by academic staff and students must be done in
accordance with the policies and procedures outlined in this manual at intervals appropriate to the degree of

risk but not less than once per year.

The IRB cannot approve a research project for more than 12 months. All reviews for continuation will be
conducted by expedited review if no changes have been made to the research protocol and no adverse or
unexpected reactions or side effects have occurred or are expected. (However, the full IRB will be given the

opportunity fo review the continuation/renewal report). In all other instances, confinuing the review will be

conducted by the full IRB.
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Others

REVISIONS

If the investigator, during the course of conducring the research, revises the research proroco| (e, makes
chonges to the informed consent Form, survey insfruments used, or number and nature of subjecrs), the
princrpo| investigator will norify the IRB chdrrperson immedio’re|y. The choirperson will determine the need for

additional review and the type of review (Expedited or Full) and will notify the IRB members.

SUSPENSION OR TERMINATION OF RESEARCH

The IRB shall have durhoriry to suspend or terminate research that is not being conducted in accordance with
the IRB's requirements and other institutional and governmenro| requirements or has been associated with
any serious harm to subjecrs. Concerns regording the conduct of research must be reporTed immedio’re|y to the
chairperson of the IRB by any individual having such knowledge. Any Suspension or Termination of research
must include a statement of the IRB's action, and the chairperson must report its decision promptly to the

princrpo| investigator, the Dean and the runding agency in the case of a sponsored project.

UNINTENTIONAL
In the event of research conducted without the intention of invo|vir1g human subjecrs, which subsequenﬂy
involves human subjecrs (by intention of the researcher), the research must be reviewed by the IRB in

accordance with the po|icres and procedures outlined in this manual.

CRITERIA FOR IRB APPROVAL OF RESEARCH
Risks to Subjects

Risks to subjecrs are minimized:
- By using procedures that are consistent with a sound research design and which do not unnecessori|\/
expose subjec’rs to risk.
- Whenever appropriate, by using procedures o|reody being perFormed on the subjects for diognos‘ric
or freatment purposes.
1- Have the rationale and base for the srudy hyporhesis been provided inthe bdckground information?
9- Has the research been preceded by odequore |oborcrrory and/or animal studies”?
3- Are the design of the research and the proposed research procedures odequore to answer the
research questions’?
4- Can data from procedures or fests bemg perrcormed for diognosﬁc or freatment purposes be used
in lieu of procedures or fests being performed so|e|y for research purposes?
5- Could procedures that involve less risk be used to answer the research question”?
6- s the sdmp\e size (number of subjecrs) ddequore?
7- Is the method proposed for se|ecﬁng and assigning subjecrs fo freatment groups unbiased?

8- Are the sTudy endpoinrs and methods of data ond|ysrs appropriate for the srudy?

e
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Risk/Benefit Ratio

Risks to subjec’rs are reasonable in relation to the orfricrpo’red benefits to subjecrs and importance of know|edge
that may be reosonob|y expecred to result.

1- What are the onﬁcipored physico|, psycho|ogico|, social, |ego|, or economic risks to individual
subjecrs?

2- What are the porenrio| benefits, if any, fo individual subjecrs?

3- What information is |il<e|y to result from the research and what impact, if any, will the information
have on fur‘rhering the undersronding of human physio|ogy, didgnosis, or treatment of the disease
or condition being studied”?

4- Are there any groups of peop|e who migrnL be more susceprib|e to the risks presem‘ed by the srudy and
who therefore ough‘r to be excluded from the research? Are the procedures for rdern“hcying such
individuals odequore?

5- Are there odequore p|cms to exclude subjecrs who are vulnerable to injury during the period of

withdrawal of active and effective rheropy, if that is part of the research design?

Selection of Subjects

Selection of subjects is equitable.

1- Does the nature of the research require or jusriry using the proposed s‘rudy popu|oﬁon?

2- Will the solicitation of subjecrs avoid p|ocing a disproporrionore share of the risks and discomfort as
well as inconvenience of the research on any sing|e group of individuals?

3- Are women of chi|dbeoring porenﬂo| e|igib|e for participation or, if not e|igib|e, has their exclusion
been jus‘rified?

4- Has the selection process overprorecred po’ren’rio| subjec’rs who are considered vulnerable so that
Jrrwey are denied opportunities to participate in research?

5- Are any payments to subjects reasonable based upon the comp|e><iries and inconveniences of the

srudy and the porricu|dr subjecr popu|drion?

INFORMED CONSENT &
General Requirements

No investigator may involve a human being as a subjec’r in research unless the investigator has obtained
the |ego||y effective informed consent of the subject or the subject’s |ego||y authorized representative. An
investigator shall seek such consent on|y under circumstances that provide the prospective subjec‘r or the
representative sufficient opportunity to consider whether or not to parficipate and that minimize the possibi|iry
of coercion or undue influence. The information that is given fto the subjecr or the representative shall be in
|cmguoge understandable to the subjecr or the representative. No informed consent, whether oral or written,

may include any e><cu|porory \onguoge ’rhrough which the subjec’r or the representative is made to waive
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or appear to waive any of the subject’s |ego| righ‘rs, or releases or appears fo release the investigator, the - The research could not practicably be carried out without the waiver or alteration.

sponsor, the institution or its agents from |iobi|iiy for rieg|igerice. - The subjecis will be provided with additional pertinent information after participation, when appropriate.

1- Basic elements of informed consent, except as provided in porogroph (3) of this section, shall be - The researcher project demonstration is to be conducted by or subjec’r to the opprovo| of government

provided for each subjeci occording to the ico||owing:

- A statement that the siudv involves research, an expiorio’riori of the purpose of the research and
the expecied duration of the subjeci's participation; a descrip‘riori of the procedures to be followed;
and idenfification of any procedures that are experimenioi

A description of any reasonably foreseeable risks or discomforts.

A descripiiori of any benefits to the subjecr or to others which may be reosonob|y expecied from the

resed I’Ch

A disclosure of appropriate alternative procedures or courses of treatment, if any, that migrii be

odvoriiogeous to the subjeci,

- A statement describing the extent, if any, to which corntideriiiohry of records ideri’rii(yirig the subjeci will
be maintained.

- An exp|orioiiori for research irivo|virig more than minimal risk, as to whether any compensation is
provided and an e><p|orio’riori as to whether any medical treatments are available if injury occurs and,
if so, what iriev consist of, or where further information may be obtained.

- An e><p|onoiiori of whom to contact for answers to pertinent questions about the research and subjecis'
rig|’i’rs and whom fo contact in the event of a research-related injury to the subject.

- A statement that participation is vo|urirory—reicuso| fo participate will involve no perioiiy or loss of
benefits to which the subject is otherwise entitled-and the subject may discontinue parficipation at any
time without penoiiy orloss of benefits to which the subjeci is otherwise entitled to receive for participation

up to the point of their termination.

2- Additional elements of informed consent, when appropriate; one or more of the ioHowing elements of

information shall also be provided to each subjeci:

- A statement that the poriicu|or freatment or procedure may involve risks to the subjed (or to the
embrvo or fetus, if the subjed is or may become pregnoni), which are curreni|y unexpeded.

- Aniicipo’red circumstances under which the subjeci's participation may be ferminated b\/ the
investigator without regord to the subjects” consent.

- Any additional costs to the subject that may result from participation in the research.

- The consequences of the subjeci's decision to withdraw from the research and procedures for order|y
termination of participation by the sulojeci‘

- A statement that sigriii(iconi new Firidirigs deve|oped duririg the course of the research, which may
relate to the subjecis' wii|ingness fo confinue in participation, will be provided to the subjed.

- The approximate number of subjecis involved in the s’rud\/.

officials and is designed to srudy, evo|uore, or otherwise examine:

- Programs under pub|ic benefit or service.

- Procedures for obioiriirig benefits or services under those programs.
- Possible choriges in or alternatives fo those programs or procedures‘

- Possible chonges in methods or levels of payment for benefits or services under those programs.

Documentation

1- The IRB may waive the requirement for the investigator to obtain a signed consent form for some or
all subjecis, if it finds either:
- That the ori|y record |irii<irig the subieci and the research would be the consent document and the
priricipo| risk would be poieri’rio| harm resu|‘ring from a breach of com(iden‘rio|i’ry.
- That the research presents no more than minimal risk of harm to subjects and involves no procedures
for which written consent is normo||y required outside of the research context.
In documentation where the signed consent is waived, the IRB may require the investigator to

provide subjecis with a written statement regording the research.

2- Except as provided in item (1) of this section, informed consent shall be documented by the use of
a written consent form opproved by the IRB and signed by the supjecr or the subieci’s |ego||y

authorized representative. A copy shall be given fo the person signing the form.

3- Except as provided in item (1) of this section, the consent form may be one of the Fo||owirig:

- A written consent document that embodies the elements of informed consent. This form may be
read to the su bieci orthe subjeci's |ego||y authorized representafive, butin any event, the investigator
shall give either the subjeci orthe representative odequoie opportunity to read it before it is sigried.

- A “short form” written consent document stafting that the elements of informed consent have been
presem‘ed oro||y to the subject or representafive. When this method is used, there shall be a witness
to the oral presentation. Also, the IRB shall approve a written summary of what is to be said to
the subjeci or the representative. Ori|y the short form itself is to be sigried by the subjeci or the
representative. However, the witness shall sign both the short form and a copy of the summary,
and the person ociuo”v obioining consent shalll sign a copy of the summary. A copy of the summary

shall be given to the subject or the representative in addition to a copy of the “short form”.

IRB SUBMISSION AND REVIEW PROCESS

3- The IRB may approve a consent procedure which does not include, or which alters, some or all of the
elements of informed consent set forth above or waive the requirements fo obtain informed consent - If you are sure that your project quo|ifies as a Human Subjed Research, comp|e’re the Human Subjec’r
provided the IRB finds and documents that:

- The research involves no more than minimal risk to the subiecis.

Research Determination Form and submit it to the IRB coordinator. If you are instructed to apply for IRB

exemption or opprovoi, proceed to step (2).
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To apply for exemption (review the categories for exemption) from IRB approval, complete a request
for exemption form. If your research is not exempt, comp|e‘re an IRB Cipp|icoﬁrior1 and attach evidence
and required signatfures and mail them to the committee. A|rern0ie|y, you may e-mail pdi( files with
signature pages scanned to the e-site. Be sure to provide cerfification that you have comp|e’red the required
training to conduct Human Subject Research.

Your opp|ica’riori will be reviewed to determine if it is comp|e’rei |ncom|o|e’re opp|ico’rioris will be rejec‘red
and returned to the investigator. Comp|ered opp|ic0rions will be evaluated to determine if rhey fall within
one or more of the speciicied categories of exempt research or if ‘rriey should have either an expedired
(review the categories for expedired review) or full board review.

Exempt requests will be reviewed by the IRB coordinator and/or the designated IRB member. Once it
is determined if an opp|icorion is exempt, the investigator will be informed of the decision. Denials will be
forwarded to the IRB chairperson for expedited review.

Expedited requests will be reviewed by the IRB chairperson or the designated IRB member and/or
coordinator. Approv0|s will be valid for up fo one year. Denials for expedired review will be forwarded for
full board review by the IRB. The investigator will be informed of the decision.

Work on a project cannot extend beyond the date approved by the IRB. If it is necessary for work to extend
beyond this date, a Continuation/Termination Request must be submitted.

Work on a project cannot be modified from the Qpproved pro’roco|. If any d’ionges are to be made, a
Modlification Request Form must be submitted.

No research can be conducted until the investigator has received confirmation from the IRB coordinator
that the dpp|ic0riori is either exempt or dpproved, or in the case of renewals and modifications, until Jriiey

are approved.

Meeting Procedure

The IRB will meet four times per academic year to review applications. Approved applications will be valid

for up to three years.

Submission Material

- A Complete Application Form signed by both the Primary Investigator (Pl) and/or the Scientific
Department Choirperson.

- When appropriate, any and all necessary Cipperidices required by the App|iccﬂriori Form.

- Eng|ish or Arabic consent forms, unless a waiver of documentation of informed consent is being
requested by the PI.

- Poriicipori’r/Subjecr recruitment materials and somp|es (e.g. advertisements, brochures, ﬂyers, video
tapes or letters o po’renii0| subjec’rs) that will be used to inform peop|e about the s‘rudy (ii[opp|icob|e)i

- Questionnaires, tests and/or surveys that will be used in the research s‘rudy If this is a pi|o‘r srudy and
the final survey(s)/questionnaire(s) is/are still under deve|opmenr, provide exomp|es of the types,
content and gerieroi subjecr matter to be covered.

- Curriculum vitae of the Pl and co-investigators.
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- Clinical Investigator Brochure in case of a sponsored clinical trial (if applicable).
- Insurance Certificate from sponsor or Clinical Trial Agreement, which documents that subjecr injury

medical expenses are covered by sponsor (if opp|icobie).

Estimated Review Schedule

The review schedule dates are calculated from the time of submiiririg a comp|eie OpphCOﬂOI’i. Some
opp|icoiioris may be reviewed and Qpproved before or after the stated fimings based on the comp|e><iiy of

the s’rudy and reviewer concerns.

- Exempt Research Studies: announced within 3-4 weeks of review and dpprovo|.
- Expedi’red Review requires opproximo’re|y 6-8 weeks for review and opprovo|.
- Full Committee Review should be submitted at least four weeks prior to the IRB meeting date; review

and approval by the IRB may require from 1-3 months after initial IRB review at a convened meeting.



PART II

Institutional Animal

Care and Use Guidelines
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BAU Institutional Animal Care and Use Guidelines (IACUG) are intended to facilitate the IRB review of

research concerning animals.

This is to ensure that animal care and hond|ing for the research proposed are performed in accordance with
the regulations and guidelines stipulated by the BAU Institutional Review Board (IRB).

IRB has the righr fo regu|or|y monitor comp|ionce to the ethical guide|ines of the opproved pro‘roco|s until the

research is comp|eJred.
In the words of Gandhi:

“The greatness of a nation and its moral progress can be judged

by the way its animals are treated.”

ROLE OF IACUG

Institutional Animal Care and Use Guidelines (IACUG) are established to prove safety and welfare of
experimenro| animals used for research and ensure that the experiments will be performed fo sofeguord the
righ‘rs, sofery and we||being of the animals. IACUG should ensure the full review and evaluation of all ethical
aspects of the research proposo|s it receives before ’rhey are carried out to make sure Jrr‘uey follow ethical

guide|ine54 The tasks of the review are performed free of bias and influence.

The IRB provides independen’r and timed decisions based on adherence to the guide|ines detailed hereafter.
These guidelines are based on the Animal Welfare Act”? and the Canadian Council on Animal Care's (CCAC)
Guide to the Care and Use of Experimental Animals'”.

The IACUG are to be also involved in the on-going monitoring of the opproved research.

The IACUG take into account the interests and needs of researchers and the requirements of relevant

regu|o’rory and opp|icob|e laws.

The IACUG herein provide applicants with all the terms of references that set out the work expected of the
committee in a standard operating procedure (SOP). The nature of the research determines what is required;

it may include format sheets for applications (Form A-1, A-1lI).

The IACUG is Wi||ing to extend its role as an ourhori’ry in ethical issues concerning research conducted on
animals by participating in:
1- Cooperating, odvising, and supporfing other relevant committees, such as the Foctu Research
Commir’ree, in matters of common inferest.
9- Promoﬁng community awareness and consu|’ring with individuo|s, communities, and the government on
ethical issues related to research on animals.
3- Keeping up-To-dore with international deve|opmerrrs in relation to animal care and hondhng issues and

communicating with relevant international organisations and individuals.
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COMMUNICATION WITH IACUG

All communications and submitted opp|icoﬂons are perrcormed direcﬂy and sent Jrrwrougrw e-mail or regu|or
mail to the committee. Online opp|icorions are occepred for review, but the final decision is withheld until o

hard copy is submitted with the signafure of the opp|iconr.

The application file should include:
1- Before starting the project, Project Information-Research Involving Animals Form (Form A-1) should be
submitted for opprovo|‘
9- After completing the research, a Project Completion Form (Form A-111) should be submitted to get a
final approval letter (Form A-1V).

APPROVAL CONDITIONS AND DECISION MAKING

Submitted research proposo|s would be ideal if ‘rhey have been previous|y reviewed by a relevant scientific
committee and found to be scierﬁiﬁco”y valid. However, where there is no such separate review, the IRB
needs to consider the scientific value and vo|idiry jusﬂﬁcoﬂon, merhodo|ogy, proposed orro|yﬁco| methods,

efc. as well as ethical issues stated hereafter.

Communications and decisions are given in a written form under the signature of the IRB choirperson or
coordinator in the relevant form (Form A-l1).

Positive Decision

The opprovo| decision is subjecr to the adherence of the researcher to the quo\iﬁcoﬁon criteria. Any non-

adherence leads to withdrawal or suspension of the approval.

Final approval and letter to publishing editors (Form A-1V) is granted according to the follow-up and

submission of the research comp|eﬁon sheet.

Conditional Positive Decision

A conditional approval may be granted based on the researcher’s compliance with the conditions stipulated
by IRB. The applicant may be asked to submit the required amendments in new sheets. A period of validity
of the approval may be stated. The decision is stated in the final decision form (Form A-lI).

Negative Decision

In case of @ negative decision, a clear statement of the reasons for the negative decision is communicated to
the researcher in a special standard format (Form A-I1). This involves reasons for refusal and includes whether
it may be submitted as a new proposo| with appropriate d’ronges. The righr fo oppeo| should be submitted
only to the IRB.

.
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Ethical Review and Guidelines for Research Using Animals

The IRB believes that the use of animals in research is acceptable only if it promises to contribute to
undersronding of fundamental bio|ogrco| princip|es orto the deve|opmernL of know|edge that can reosonob|y
be expecred to benefit humans or animals. Animals should be used on|y if the researcher’s best efforts to
find an alternative have failed. Individuals using animals should emp|oy the most humane methods on the

smallest number of appropriate animals required to obtain valid information.

The following guidelines and principles should be applied in conjunction with the Animal Welfare Act" and

Canadian Council on Animal Care’s (CCAC) Guide to the Care and Use of Experimental Animals'®:
1- If animals must be used, it should be maintained in a manner that provides for their physico| comfort
and psychological well-being, according to CCAC's policy statement on: social and behavioral

requirements of experimen‘ro| animals.

e

Animals must not be subjected to unnecessary pain or distress. The experimenro| design must offer
them every procﬂcob|e sofeguord. Cost and convenience must not take priority over the animal’s
physico| and mental We||—being.

3- Expert opinion must show the porenﬂo| value of studies with animals. The foHowirrg procedures, which
are restricted, require independenr external evaluation to jus’riry their use in burns, freezing injuries,
fractures, and orher’r\/pes of trauma investigation in anesthetized animals. All this must be in concomitant
to acceptable veterinary practices for the relief of pain, including adequate analgesia during the
recovery period

4 If pain or distress is a necessary concomitant to the srudy, it must be minimized both in infensity and
duration. Investigators, animal care committees, grant review committees and referees must be
especio”y cautious in evo|uoﬂng the proposed use of the fo||owing procedures:

- Experiments invo|ving Wirhho|ding pre and post-operative poin—re|ieving medication.

- Poro|yzing and immobihzrng experiments where there is no reduction in the sensation of pain.

- Electric shock as negative reinforcement.

- Extreme environmental conditions such as low or High femperatures, higr\ humidiry, modified
ormosprweres, or sudden crromges therein.

- Experiments srud\/ing stress and pain.

- Experiments requiring wirrrrwo|ding of food and water for periods incomporib|e with the species-
specir(ic ph\/sio|ogico| needs; such experiments should have no detrimental effect on the health of the
animall.

- Injection of Freund's Complete Adjuvant must be carried out in accordance with CCAC guidelines on:
occeprob|e rmmuno|ogico| procedures,

5- An animal observed to be experiencing severe un-relievable pain or discomfort should rmmediore|y be
humone|y killed using a method provrding inifial ropid unconsciousness.

6- While non-recovery procedures invo|vir1g anaesthetized animals, and studies invo\ving no pain or

distress are considered occeprob|e, the Fo||owirrg experimenro| procedures inflict excessive pain and are

thus unoccep‘rob|e:
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- Utilization of muscle relaxants or poro|yrics (curare and curare-like) alone, without anaesthetics during
surgical procedures.

- Traumatizing procedures invo|ving crushing, burning, s’rriking, or beoﬂng in un-anaesthetized animals.

7- Studies such as ‘roxico|ogico| and bio|ogico| testing, cancer research and infectious disease investigation

may, in the past, have required continuation until the death of the animal. However, in the face of
distinct signs that such processes are causing irreversible pain or distress, alternative endpoinrs should

be Thoughr fo sa’risfy both the requirements of the s’rudy and the needs of the animal.

8- Physico| restraint should on|y be used after alternative procedures have been fu||y considered and found

inodequo’re. Restrained animals must receive excepﬂono| care and attention in comp|ionce with species-

speciﬁc and genero| requirements.

9- Painful experiments or rnu|‘ri|o|e invasive procedures on animals should be done without pain using

odeq uate anaesthesia.

10- Waste disposo| should be in comp|ionce with BAU waste hondhng procedures that meet local

environmental requirements. This is essential to ensure the safe tra nsport and disposo| of waste, especio”y
animal waste. Bogs and containers for medical waste are colour-coded (ye||ow) and labelled as
biohazard or medical waste. Such waste is |o|oced in appropriate leak-resistant bogs and then ye||ow
containers beoring the international black biochazard symbo| and c|eor|y marked medical waste.
Medical waste and sr\orp containers are stored secure|y before being periodico”y collected by licensed

waste contractors for final disposo| using opproved Tedmo|ogy by licensed/accredited contractors (for

detailed procedures, please contact +961 1300110 Ext: 2554).

FOLLOW-UP

Institutional Animal Care and Use Guidelines (IACUG) consider the advisability of monitoring progress of

research approved by them.

Submission of Progress Reports

The IRB may call for reports at predetermined intervals every twelve months. On the conduct of the research

during projects and on completion to help the IRB in formulating its guidance, reports should be submitted

so that the IRB can be assured that projects confinue to conform to the opproved ethical standards. A final

report should be followed at the end of the project.

“This will not in any way reduce the responsibility of the researcher

to ensure such conformity”.

Publication of Results

The IRB will maintain a record of all proposed research projects and may require a formal report on completion

of the projectin orderto review the outcome of the research and its contribution to know|edge.

Publication confirmation of results ’roge’rher with a reprint may be reques’red.
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IRB Face Page (Form H-I)

Protocol Application Checklist (Form H-11)

Protocol Application Checklist (Form H-I11)

Protocol Application Checklist (Form H-1V)

Protocol Application Checklist (Form H-V)

Informed Consent Form (English Version) (Form H-V1)
Informed Consent Form (Arabic Version) (Form H-VII)
Parental Permission Form (English Version) (Form H-VII1)
Parental Permission Form (Arabic Version) (Form H-1X)

- Assent Form (English Version) (Form H-X)

Assent Form (Arabic Version) (Form H-XI)
Research Project Final Approval Letter (Form H-XI1)

Animal Forms

1-

Project Information - Research Involving Animals (Form A-I)

9- Project Information - Final Decision (Form A-Il)

3- Project Information - Completion of Research (Form A-IlI)
4- Research Project Final Approval Letter (Form A-1V)

Institutional Review Board Face Page (Form H-I)

PI Name:
Correspondent Name:
Faculty:
Department/Division:
Protocol Title:

Instructions: When submitting documents to the Institutional Review Board, please
check off all that apply for this submission. Be sure to include the protocol number and
all attachments as noted in this sheet.

Please indicate whether this submission is for an expedited or full review and check all submitted
documents. Be sure to include the correct number of copies with each submission as indicated

and all applicable documentation. If incomplete, the documents will be returned to you.

[0 New Protocol Application - Signed (H-I)
[0 Expedited Review
[0 Original (required)
0 One Copy (required)
O Consent Form(s)/Information Sheet(s) (required)

[0 Full Review

O Original (required)

[ Eight Copies (required) + Soft

0 Consent Form(s)/Information Sheet(s) (required)

Please note: Complete documentation must be provided at the time of continuing review or study
termination. If your protocol has been modified since your last IRB review, please provide a

comprehensive protocol inclusive of all modifications and an Amendment Review Form (H-IIT).

[0 Re-approval - Signed (H-II) Protocol Number:
[ Protocol Application (H-I) (2) (Current Copies)
[0 Consent Form/Information Sheet / Assent Form (Clean Copy)
[0 Consent Form/Assent Form (Submit (4) signed with last names blacked out)

Please note: Any change to an existing protocol must be approved by the IRB prior to its

implementation. Please submit a complete document.
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[0 Amendment Review Form - Signed (H-III) Protocol Number:
[ Protocol Application (H-I) Revised (required: (2) Copies)
[0 Revised Consent Form/Information Sheet/Assent Form (required: (2) Copies)
[0 Survey Instruments
O Interview Questions

[0 Request for Exemption - Signed (H-IV) Protocol Number:
O Consent Form/Information Sheet
O Survey Instruments
O Interview Questions

Note: Copies should consist of (1) with track changes and (1) original copy for all documents

amended.

FOR BAU-IRB USE ONLY

Notes/Comments

BAU-IRB Receipt
Submitted Material Received by:
Date Received:

New Submission Assigned Protocol Number:

Protocol Application Checklist (Form H-II)

PI Last Name:
Protocol Number:
Date of Meeting/Review:

SECTION I

General Information
Nature of Study/Specialty: Other Investigators:

Study Title: Collaborating Institutions:
Study Objectives: Study Location:

PIL:

Correspondent:

Notes:

SECTION II

Human Subjects

Anticipated Total Enrollment: Recruitment:

Subject Population: Special Population(s):
BAU Students or Employees:

Inclusion/Exclusion Criteria Yes No N/A
Are the inclusion/exclusion criteria clearly stated and reasonable? O 0O 0O
Is the selection of subjects appropriate and equitable? o o o

Are minorities, women, children or other vulnerable populations
included? o 0O O

Is the inclusion or exclusion of minorities, women, children and

other vulnerable populations justified? O O 0O
Are additional safeguards in place to protect subjects who may

be vulnerable to coercion or undue influence? o O 0O
Recruitment Yes No N/A
Are recruitment methods for all subjects groups well defined? O o O

O

o o

Are all recruitment materials submitted? O O 0O

Are the location, setting, and timing of recruitment acceptable?
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If yes, are materials non-coercive and easily understandable?
Are there acceptable methods for screening subjects prior to

enrolment?

Notes:

SECTION II

Research Plan

Purpose:

Benefits:

Introduction:

Risk/Benefit Analysis:

Design, Procedures, Materials, and Methods:
Economic Considerations:

Data Analysis/Justification of Sample Size:
Data and Safety Monitoring:
Inclusion/Exclusion Criteria:
Confidentiality:

Risks and Inconveniences:

Reference List:

Specific Aims, Background, and Significance
Are the study aims/objectives clearly specified?
Adequate preliminary data to justify research?
Are adequate references provided?

Is there appropriate justification for this research protocol?

Scientific Design

Is the rationale for the proposed number of subjects reasonable?

Is the scientific design adequate to answer the study’s question(s)?
Is the scientific design adequately described and justified?

Are the study aims/objectives likely to be achieved within the given
time period?

Are there adequate plans for data safety and monitoring?

Are the plans for data and statistical analysis defined and justified?

Yes No N/A
O O 0O
O O O

Yes No N/A
O O 0O
O O O
O o O
O o 0O

Yes No N/A
O O 0O
O O O
O o O
O o 0O
O O 0O
O O 0O

Research Procedures
Are the rationale and details of research procedures adequately

described?

For treatment studies, is there a clear differentiation between research

procedures and standards of care and evaluation?

Are there adequate plans to inform subjects about research results?

Resources

Are there appropriate resources to conduct this research

(e.g. equipment, space, lab, staff)?

Is appropriate monitoring of subjects during and after the research
assured?

Will counseling or support services be provided, if applicable?

Are provisions included for research related injuries, if applicable?

Economic Considerations

Is compensation to subjects reasonable, not coercive?

If the subject does not complete the study, will compensation

be pro-rated?

For student participants, is experimental credit offered and clearly
defined?

Risks and Benefits

Are the risks and benefits adequately identified, evaluated and
described?

Are the risks reasonable in relation to the benefits?

Are the risks reasonable in relation to importance of knowledge
to be gained?

Are the risks minimized to the least extent possible?

Subject Privacy and Confidentiality
Are there adequate provisions to protect the privacy of subjects?
Are there adequate provisions to protect the confidentiality of data

during and after research?

Are there adequate provisions for storage, coding, and use of identifiers?

Notes (if any):

Yes No N/A
O O 0O
O O O
([ o O

Yes No N/A
O O O
([ o O
O O 0O
O O 0O

Yes No N/A
O O O
O O 0O
O O 0O

Yes No N/A
O O 0O
O O 0O
O O O
O O O

Yes No N/A
O O 0O
O O O
O O O
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SECTION IV

Informed Consent

Consent Setting:

Requesting Waiver or Alteration of Consent:
Capacity to Consent:

Requesting Waiver of Signed Consent:
Parental Permission and Assent:

Documentation of Consent:

Process of Obtaining Consent/Assent

Is the process well defined?

Does this process provide sufficient time, privacy and adequate setting
for the subject to consider?

Is the individual(s) obtaining consent/assent suitable?

Are issues of the subject’s comprehension and autonomy considered?

Notes (if any):

Signature
PIL:

Department Chairperson:

Other Study Materials

Are all applicable materials attached to the submission

(e.g., recruitment flyers, questionnaires, medical history forms, etc.)?
Should the protocol be reviewed more often than once per year?

Are there any notable conflicts of interest?

For studies that involve collaborating institutions or investigators,

has the correct paperwork been submitted?

Yes

O

Yes

d

No

O

No

O

N/A

O

N/A

O

REVIEWER’S FINAL ASSESSMENT/OPINION

Approval U

Conditional [

Approval
O
Deferral O
O
O
d

Disapproval []

No changes: there is an acceptable risk/benefit ratio and protocol is

acceptable as submitted.

Minor changes needed for the informed consent document, protocol or
other study materials.
Minor clarification(s) concerning specific aspects of study or additional

information requested from PI.

There is an unacceptable risk/benefit ratio.

Protocol is poorly written or lacking significant amounts of information
regarding scientific justification, study procedures, risk reduction, etc.
It is possible that a response from the investigator could alter the risk/
benefit ratio.

There are ethical concerns which can be addressed by obtaining more

information or requiring changes in study design and procedures.

Risks significantly outweigh the benefit or value of the knowledge to be
gained.
There are significant ethical concerns or questions that deem the study

unacceptable.
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Protocol Application Checklist (Form H-III)

PI:
IRB N°:
Project Title:

Check current status below and complete the appropriate section for that option.
[0 This research is still active and being conducted according to the currently approved

procedures. Iwish to renew the IRB Approval for this study.

Complete SECTION A and SECTION C, sign and return this form.
[0 The research has never been initiated, but will be conducted according to the currently

approved procedures. [ wish to renew the IRB Approval for this study.

Complete SECTION B and SECTION C, sign and return this form.

IMPORTANT
This form is for renewal of the IRB approval of Human Subjects Research without revision. If the
research has been revised since its most recent approval, or you intend to revise the research,

submit a Request for Amendment Form to the IRB in addition to the Continuing Review.

SECTION A (for researches in progress)

1. Activity Status (choose only one)
O The research involves pre-existing records or samples only and no interaction/
intervention with participants (skip to point 5).

[0 New participant recruitment is still in progress.

O

Enrollment is closed, but participants are still undergoing study procedures.

[0 Enrollment is closed; participants have completed study procedures but are still in
follow-up.

[0 Remaining study activity is limited to analysis only with no further contact with

participants.

2. Describe any adverse events or participant complaints related to study procedures and show

how you handled each.

3. Were any of these events unexpected or more serious than expected?
O Yes O No

4. Describe any additional risks or benefits observed during the course of the study.
5. Participant/Numbers

[ 1 Numberof participants actively enrolled or records/samples being reviewed
(at present).

[ 1 Numberof participants enrolled or records/samples reviewed since most recent
approval.

[ 1 Numberof participants enrolled or records/samples reviewed since original
approval (Total).

[ 1 Numberof additional participants to be recruited or records/samples needed to
complete the study.

6. Provide a summary of your progress to date.

7. When do you expect the research to be completed?

SECTION B (For studies that have never been initiated)

1. Provide an explanation of why the research was never initiated.

2. List any additional risks that have been identified since the most recent approval.

SECTION C (for all research)

1. Informed Consent Procedures (choose only one)
[0 The remaining research procedures do not involve interaction or intervention with
human participants and/or no participants will be recruited.
[0 Twill continue to use the IRB stamped consent/permission/assent form(s) to recruit
participants without revision.

Attach an electronic copy of the approved consent/permission/assent form(s) with IRB approval stamp.
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(IRB USE ONLY):
Level of review:
Expedited (Category):
Full Board:

THE APPROVAL PERIOD IS FOR ONE YEAR ONLY
Other (Specify):

IRB Signature:

Date:

Protocol Application Checklist (Form H-IV)

PI Last Name:
Protocol Number:
Date of Meeting/Review:

Yes
For each proposed amendment, does the PI provide a rationale for
why the amendment is being made O
For each proposed amendment, does the PI address whether the proposed
amendment increases the level of risk to participants? O
SECTION I- GENERAL INFORMATION
Key Personnel Yes
Any changes to Key Personnel! O
If so, are changes, including the new researcher’s roles/responsibilities,
properly documented? O
Do the changes raise any human subjects training issues? O
Is the amendment significant enough to require a change to the study
title... or to the Study Objective? O

Notes (if any):

No N/A
O O
o O

No N/A
O O
o O
O o
O 0O

SECTION II- COLLABORATING INSTITUTIONS/FACILITIES AND OTHER IRB

REVIEWS

Yes
If new personnel are added from other institutions, is IRB approval
from that institution needed? O

Notes (if any):

No N/A

o o
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SECTION III- FUNDING
If the protocol was amended to include a new funding source...

Are the study procedures described in the protocol the same as those

described in the new grant?

If applicable, is there adequate funding in the budget to compensate
subjects as described in the protocol?

In case of new funding, is review of the source and consideration whether
an IRB Authorization Agreement, Individual Investigator Agreement,

or other IRB review needed?

Are any investigators on this protocol required to submit the
supplemental significant Financial Interest Review Form?

If Yes, identify the individual(s):

Notes (if any):

SECTION IV- HUMAN SUBJECTS

Will the number of participants change?

If so, is this reflected properly here and in the Justification of Sample
Size/Data Analysis Section?

Is there adequate justification for the increase?

Does participant selection remain equitable?

Are recruitment procedures amended?

If so, does recruitment material meet current standards?

Is permission from off-campus site required?

Are there concerns about coercion because of the changes?
Are special/vulnerable populations currently being recruited?
If so, are consent procedures still adequate?

Do study documents need to be translated?

Does the recruitment material/process meet current standards?

Notes (if any):

Yes

Yes

d

0 A [ A I B

No

No

0 A [ I I B

N/A

N/A

I A o B A

SECTION V- DRUGS/DEVICES, GENETIC TESTING, RADIATION, AND BIOLOGICAL
SAMPLES

Yes No N/A
Are biological samples currently being collected? o O 0O
If so, was approval from the biosafety office submitted? o 0O 0O
If changes were made to the amount of samples collected, is this
reflected in the study procedures and consent form? 0o 0O o
Are procedures involving use of radiation currently being used? O O 0O
If so, was approval from the radiation safety office submitted? O O O
Are the new procedures adequately documented in the procedures
section and risks identified in the risk section and reflected in the
consent form? o O O
Notes (if any):
SECTION VI- RESEARCH PLAN
Design, Procedures, Materials, and Methods Yes No N/A
Were changes made to the research design and procedures? o o o
If so, does the change impact the scientific integrity of the study? o o o
Does the amendment increase the amount of time for the participants? O 0o O
If so, was the consent form revised? O o O
Notes (if any):
Justification of Sample Size/Data Analysis Yes No N/A
Does the amendment require a change in sample size? o o o
Do data analysis procedures need to be changed as a result of the
amendment? o 0O 0O
Is the sample size still adequate to achieve meaningful results? O o O
Is there an increased likelihood of attrition? O o O

Notes (if any):
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Inclusion/Exclusion Criteria
Should the criteria be changed as a result of the amendment?
If so, were the screening procedures and consent form revised?

Is exclusion of certain participants still justified?

Notes (if any):

Risks and Inconveniences

Does the level of risk change?

If so, are the risks and procedures to minimize risk adequately
addressed?

If so, is risk greater than minimal requiring review by the full board?
If so, does the risk/benefit ratio change?

If so, was the consent form appropriately revised?

Are the risks still reasonable in relation to the benefits?

Are the risks still reasonable in relation to importance of knowledge

to be gained?

Notes (if any):

Data Safety Monitoring
Does the Data Safety Monitoring plan need to be changed because

of the amendment?

Notes (if any):

Privacy/Confidentiality
Are procedures to protect privacy and confidentiality still adequate?
If not, are changes required?

Were appropriate changes made to the consent form?

Notes (if any):

Yes

O

Yes

O0000n0d O

O

Yes

Yes

a

No N/A
O O
o O
o O
No N/A
O 0O

oodooad
OooO0do0ooad

O 0O
No N/A
o O
No N/A
O 0O
o O
o O

SECTION VII- INFORMED CONSENT
Yes No N/A

Are appropriate changes as a result of the amendment reflected in the

revised consent form?

Is there an increased need to assess capacity to consent?

Should currently enrolled participants be re-consented?

Should previously enrolled participants be re-consented?

Is the consent process still appropriate for all populations?

OoooOoooao
OoooOoooao
OoooOoooao

Does the consent form/process meet current standards?

Should participants be afforded an increased level of privacy during

consent? o 0O 0O
Are previously granted waivers of consent/signed consent still

appropriate? 0o 0O o
Can a waiver of consent/signed consent be granted now? o O o

Notes (if any):

REVIEWER RECOMMENDATIONS SUMMARY
Level of Risk

[0 Remains... or [J Has changed to...

[0 Minimal risk (the probability and magnitude of harm or discomfort are not greater than
those ordinarily encountered in daily life or during the performance of routine physical
or psychological examinations or tests)

[OJ Greater than minimal risk

Yes No N/A
Are the risks still reasonable in relation to anticipated benefits? O o O
Are the risks minimized through sound research design? O O 0O

Recommended IRB Determination (check one):
[0 Approve as submitted
Requires Modifications to Secure Approval (summarize below)

Defer (summarize below)

Oood

Disapprove (summarize below)
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LENGTH OF APPROVAL PERIOD
Continuing review of research should be conducted by the IRB at intervals appropriate
to the degree of risk and not less than once per year.

Yes No N/A
If applicable, does the amendment increase risks such that the
protocol should be reviewed more frequently? o O 0O
Are there concerns that warrant continuing review at 6 months or other
time frame? o 0O o

If so, what time frame is appropriate?

Protocol Application Checklist (Form H-V)

PI Last Name:
Protocol Number:

SECTION I- GENERAL INFORMATION

Nature of Study: Other Investigators:

Study Title: Other IRB Reviews:

Study Objectives: Collaborating Institutions:
Principal Investigator: Study Location:

SECTION II- ABSTRACT
Provide an abstract of the proposed research. The abstract should summarize the objectives of this

project and the procedures to be used with an emphasis on what will happen to the participants.

SECTION III- RISK CLASSIFICATION

What is the overall risk classification of the research?

Minimal: If the classification is minimal risk, please justify why that category is appropriate.
Greater than minimal: If the research involves greater than minimal risk, then it is not eligible

for exemption.

SECTION IV- PARTICIPANTS
Describe the participants who will be included in this research. Identify the location(s) in which

participants will be recruited.

- Indicate if any of the following will be included in this research:
Children
Cognitively Impaired
Institutionalized Persons
Prisoners
Students
Employees

Pregnant Women/Fetuses/ Neonates

Handicapped
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SECTION V- INSTRUMENTS

Describe the instruments, if any, to be used to collect data in this study:

Attach copies of all questionnaires, surveys, interview questions, etc. If the research involves
interviews that could evolve as the research progresses, include a list of discussion topics and any
“starter” questions for each topic that are reasonably expected to be covered. If a draft of a written
questionnaire or survey is attached, it should be clearly labeled as such, and a final version must

be submitted before data collection begins.

SECTION VI- CONFIDENTIALITY
Describe what identifiers will be collected for the participants. If participants will be identified,

describe the procedures in place to protect their confidentiality.

SECTION VII- PRIVACY
Explain provisions to protect privacy interests of participants. This refers to how investigators
will contact participants and/or access private information from or about participants during

and after their involvement in the research (e.g. time, place, etc. of research procedures).

SECTION VIII- CONSENT
a- Will consent be obtained from participants?
Yes. If yes, describe how consent will be obtained and documented.

No. If no, explain why this is justified.

b- If consent will be obtained, will consent be documented?
Yes. If yes, describe how consent will be documented.

No. Ifno, explain why this is justified.

Note: All of the data or materials must exist prior to proposing the research.

Please submit a signed application along with initialled supplements to the IRB office.
PRINCIPAL INVESTIGATOR: I will conduct the study identified above in the manner described.
If I decide to make any changes in the procedure, or if a participant is injured, or if any problems
occur which involve risk or the possibility of risk to participants or others, I will immediately
report such occurrences or contemplated changes to BAU Institutional Review Board.
Please print your name:

Date:

THIS SECTION IS FOR IRB OFFICE USE ONLY
IRB Protocol Number:
Reviewed by:

Informed Consent Form (English Version) (Form H-VI)

Title: [Title of the research study as it appears on the IRB application. If multiple consent forms
will be used, add subtitles to clarify the target population].

PI: [Name and BAU affiliation].

Date: [Date the form was prepared].

Purpose of Research Study

- Begin as follows:
The purpose of this research study is [describe the purpose in a way that makes the potential
value of the study clear].

- Include the following statement or an appropriate paraphrase:

We anticipate that approximately [insert number] people will participate in this study.

Procedures

- Briefly describe what the participant will be asked to do and identify any procedures that are
experimental (e.g. non-standard instructional methods).

- Give the expected duration of the participant’s participation, indicating the expected number

and duration of each session.

Risks/Discomforts

- Describe any reasonably foreseeable risks and discomforts to the participant.

- If appropriate, include the following statement:
Participation in this study may involve risks that cannot be foreseen at this time.

- For studies involving minimal risk, use the following statement, including or excluding the
material in brackets as appropriate:
The risks associated with participation in this study are no greater than those encountered in

daily life [or during the performance of routine physical or psychological examinations or tests].

Benefits

- Describe any benefits to the participant that may be reasonably expected from the research.
The description should be clear and not overstated.

- If there are no benefits to the participant, include the following statement:

There are no direct benefits to you from participating in this study.
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- Describe benefits to others that may be reasonably expected from the research, such as benefits
to other people suffering from a disorder being studied or benefits to the general public or
society. For example, in the case of general benefits accruing from advances in knowledge
about the topic under investigation, a statement such as the following might be included: This

study may benefit society if the results lead to a better understanding of [insert topic].

Voluntary Participation and Right to Withdraw
Begin with the following statements:
Your participation in this study is entirely voluntary: You choose whether to participate. If you
decide not to participate, there are no penalties and you will not lose any benefits to which you
would otherwise be entitled.
If you choose to participate in the study, you can discontinue your participation at any time
without any penalty or loss of benefits. If you want to withdraw from the study, please [explain
what the participant should do to withdraw].
- If a decision to withdraw from the study would have any significant consequences for the
participant, explain these consequences.
- If any special procedures are required for the participant’s safe withdrawal from the study,
describe these procedures.
- Include this statement, if appropriate:
If we learn any new information during the study that could affect whether you want to continue

participating, we will discuss this information with you.

Circumstances that Could Lead Us to End Your Participation
Include this section if there are specific circumstances that could lead to the participant being
taken out of the study.
Begin with these statements:
Under certain circumstances, we may decide to end your participation before you have completed
the study. Specifically, we may discontinue your participation, if [describe possible reasons for
terminating the participant’s participation (e.g. we determine that it would be unsafe for you to
continue in the study)].
- If the list of reasons is not exhaustive, add this sentence:

There may also be other circumstances that would lead us to end your participation.
- If appropriate, include this sentence at the end:

If we end your participation before you have completed the study, we will provide compensation

for your participation up to that time.

Alternatives to Participation

Include this section when (a) the participant may benefit from participating in the study and (b)
the same or similar benefits may be obtained in some other way. For example, in the case of an
educational study that provides special tutoring to participants, include this section if the same

or similar tutoring is also available to students not taking part in the study.

Describe the alternatives to participation that may confer the same or similar benefits.

Confidentiality
- Describe to what extent the confidentiality of records identifying the participant will be
maintained. For most studies, the following statement will be appropriate: Any study records
that identify you will be kept confidential. The records from your participation may be reviewed
by people responsible for making sure that research is done properly, including members
of the BAU Institutional Review Board. (All of these people are required to keep your identity
confidential). Otherwise, records that identify you will be available only to people working on
the study, unless you give permission for other people to see the records.
- Describe how the study records will be created, stored, and maintained to protect confidential
information (e.g. use of code numbers rather than participants’ names on data sheets, or
keeping records in a locked file cabinet). Some studies may require disclosure of information to

other parties. For such studies, explain what information will (or may) be disclosed and to whom.
Compensation
Describe all payments or other compensation.
If no compensation is provided, include the following statement:
You will not receive any payment or other compensation for participating in this study.
If You Have Questions or Concerns

You can ask questions about this research study now or at any time during the study, by talking to

the researcher(s) working with you or by calling [insert name and role] at [insert phone number].

If you have questions about your rights as a research participant or feel that you have not been
treated fairly, please call the BAU Institutional Review Board at 00961 1 300110 Ext. 2743.

If You are Harmed by Participating in the Study
Include this section if the research is of greater than minimal risk and research-related harm

(physical, psychological, social, financial, or other) to the participant is possible.
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If you feel that you have been harmed in any way by participating in this study, please call [insert
name and role] at [insert phone number]. Please also notify the BAU Institutional Review Board
at 00961 1 300110 Ext. 2743.

Then state whether any compensation and/or treatment is available to participants who have been
harmed and, if so, describe the compensation/treatment or indicate where further information
may be obtained. Make clear whether treatment will be provided without cost to the participant

or, instead, the participant will be required to pay.

If no compensation or treatment is available, include the following statement:
This study does not have any program for compensating or treating you for harm you may suffer

as a result of your participation.

What Your Signature Means:
Your signature below means that you understand the information in this consent form. Your

signature also means that you agree to participate in the study.

Participant’s Signature:
Date:

Signature of Person Obtaining Consent:
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Parental Permission Form (English Version) (Form H-VIII)

Title: [Title of the research study as it appears on the IRB application. If multiple consent forms
will be used, add subtitles to clarify the target population].

PI: [Name and BAU affiliation].

Date: [Date the form was prepared].

Purpose of Research Study

- Begin as follows:
The purpose of this research study is [describe the purpose in a way that makes the potential
value of the study clear].

- Include the following statement or an appropriate paraphrase:

We anticipate that approximately [insert number] children will participate in this study.

Procedures

- Briefly describe what the participant will be asked to do, and identify any procedures that are
experimental (e.g. non-standard instructional methods).

- Give the expected duration of the participant’s involvement in the research, indicating the

expected number and duration of each session.

Risks/Discomforts

- Describe any reasonably foreseeable risks and discomforts to the participant.

- If appropriate, include the following statement:
Participation in this study may involve risks that cannot be foreseen at this time.

- For studies involving minimal risk, use the following statement, including or excluding the
material in brackets as appropriate:

The risks associated with participation in this study are not greater than those encountered in

daily life [or during the performance of routine physical or psychological examinations or tests].

Benefits

- Describe any benefits to the participant that may be reasonably expected from the research.
The description should be clear and not overstated.

- If there are no benefits to the participant, include the following statement:
There are no direct benefits to your child from participating in this study.

- Describe benefits to others that may be reasonably expected from the research, such as benefits

to other people suffering from a disorder being studied or benefits to the general public or society.
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For example, in the case of general benefits accruing from advances in knowledge about the
topic under investigation, a statement such as the following might be included:

This study may benefit society if the results lead to a better understanding of [insert topic].

Voluntary Participation and Right to Withdraw

- Begin with the statements below. Include the material in brackets when appropriate given the
participants’ age and mental status.
Your child’s participation in this study is entirely voluntary: You choose whether to allow your
child to participate, [and we will also ask your child whether he or she agrees to take part
in the study]. If you decide not to allow your child to participate, [or your child chooses not to
participate], there are no penalties, and neither you nor your child will lose any benefits to
which you would otherwise be entitled.
If you [and your child] choose to participate in the study, you [or your child] can discontinue
participation at any time without any penalty or loss of benefits. If you want to withdraw your
child from the study [or your child wants to discontinue participating], please [explain what the
parent or child should do to withdraw].

- If a decision to withdraw from the study would have any significant consequences for the
participant, explain these consequences.

- If any special procedures are required for the participant’s safe withdrawal from the study,
describe these procedures.

- Include this statement if appropriate:

If we learn any new information during the study that could affect whether you [or your child]

want to continue participating, we will discuss this information with you [and your child].

Circumstances that Could Lead Us to End Your Participation
Include this section if there are specific circumstances that could lead to the participant being

taken out of the study.

- Begin with these statements:
Under certain circumstances, we may decide to end your child’s participation before he or she
has completed the study. Specifically, we may stop your child’s participation if [describe
possible reasons for terminating the participant’s participation (e.g., we determine that it
would be unsafe for your child to continue in the study)].

- If the list of reasons is not exhaustive, add this sentence:

There may also be other circumstances that would lead us to end your child’s participation.

- If appropriate, include this sentence at the end:
If we end your child’s participation before he or she has completed the study, we will provide

compensation for his or her participation up to that time.

Alternatives to Participation

Include this section when (a) the participant may benefit from participating in the study and (b)
the same or similar benefits may be obtained in some other way. For example, in the case of an
educational study that provides special tutoring to participants, include this section if the same
or similar tutoring is also available to students not taking part in the study.

Describe the alternatives to participation that may confer the same or similar benefits.

Confidentiality

- Describe to what extent the confidentiality of records identifying the participant will be
maintained. For most studies, the following statement will be appropriate:
Any study records that identify you or your child will be kept confidential. The records from
your child’s participation may be reviewed by people responsible for making sure that research
is done properly, including members of the BAU Institutional Review Board. (All of these people
are required to keep your identity and the identify of your child confidential). Otherwise,
records that identify you or your child will be available only to people working on the study,
unless you give permission for other people to see the records.

- Some studies may require disclosure of information to other parties. For such studies, explain
what information will (or may) be disclosed and to whom.

- Describe how the study records will be created, stored, and maintained to protect confidential
information (e.g. use of code numbers rather than participants’ names on data sheets, or

keeping records in a locked file cabinet).

Compensation

- Describe all payments or other compensation (e.g., extra credit in a course, transportation
reimbursement) the participant or parent will receive. Include details of payment methods or
bonuses. For example:

- If no compensation is provided, include the following statement:

Your child will not receive any payment or other compensation for participating in this study.

If You have Questions or Concerns
You [and your child] can ask questions about this research study now or at any time during the
study by talking to the researcher(s) working with you [and your child] or by calling [insert name

and role] at [insert phone number].
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If you [or your child] have questions about your child’s rights as a research participant or feel that
your child has not been treated fairly, please call the BAU Institutional Review Board at 00961 1
300110 Ext. 2743.

If You are Harmed by Participating in the Study

Include this section if the research is of greater than minimal risk and research-related harm
(physical, psychological, social, financial, or other) to the participant is possible.

If you feel that your child has been harmed in any way by participating in this study, please call
[insert name and role] at [insert phone number]. Please also notify the BAU Institutional Review
Board at 00961 1 300110 Ext. 2743.

Then state whether any compensation and/or treatment is available to participants who have been
harmed and, if so, describe the compensation/treatment or indicate where further information
may be obtained. Make clear whether treatment will be provided without cost to the participant
or, instead, the participant will be required to pay.

If no compensation or treatment is available, include the following statement:

This study does not have any program for compensating or treating your child for harm he or she

may suffer as a result of his or her participation.

What Your Signature Means

Your signature below means that you understand the information in this consent form. Your
signature also means that you agree to allow your child to participate in the study. [Your child’s
signature indicates that he or she agrees to participate in the study].

By signing this consent form, you [and your child] have not waived any legal rights your child

otherwise would have as a participant in a research study.

Child’s Name: Date:
Child’s Signature (if applicable): Date:
Signature of Parent: Date:
Signature of Second Parent (if required): Date:
Signature of Legal Guardian (if applicable): Date:
Signature of Person Obtaining Consent: Date:

(Investigator or IRB-Approved Designee)

Witness to Consent Procedures (if required by IRB): Date:
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Assent Form (English Version) (Form H-X)

(Under the age of 18 years in social/behavioral studies)

Title: [Title of the research study, as it appears on the IRB application. If multiple consent forms
will be used, add subtitles to clarify the target population].

PI: [Name and BAU affiliation].

Date: [Date the form was prepared].

We want to tell you about a research study we are doing. A research study is a way to learn more
about something. We would like to find out more about [insert topic and describe goals in simple
language]. You are being asked to join the study because [insert name of condition or other reason(s)
for inclusion].

If you agree to join this study, you will be asked to [describe procedures, (e.g. questionnaires,
activities) in words a child would know and understand. Also, include number of visits and time
frame in words easily understood by a child].

Describe possible risks (e.g., discomforts) in simple language.

Use any of the following statements that are appropriate: We do not know if being in this study will
help you. We expect that the study will help you by [describe how]. We may learn something that
will help other children with [insert name of condition or topic under investigation] someday. This
study will help us learn more about [topic under investigation].

You do not have to join this study. It is up to you. You can say okay now and change your mind later.
All you have to do is tell us you want to stop. No one will be mad at you if you don’t want to be in the
study or if you join the study and change your mind later and stop.

Before you say yes or no to being in this study, we will answer any questions you have. If you join the
study, you can ask questions at any time. Just tell the researcher that you have a question.

If you want to be in this study, please sign your name. You will get a copy of this form to keep.

Sign your name here:

Date:
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Research Project Final Approval Letter (Form H-XII)

Acceptance Number:
Journal Name:

Date:

Dear

By signing this form, we declare that:

Human subjects in the research titled hereafter were treated in accordance with the regulations
and guidelines stipulated by the Institutional Review Board (IRB) at Beirut Arab University,
Lebanon.

Research Title:

Main Correspondant Name:

Sincerely,

IRB Chairperson /Coordinator:

Date:
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Project Information Form - Research Involving Animals

(Form A-I)

Application Number:

Reviewed By:

Form Type: [0 Original 0 Amendment

TITLE OF PROJECT/COURSE

INVESTIGATOR(S)
Title:
Name:
Qualifications:
Designation:
Place of Work:
Address:
Contact Number:
Email Address:

Signature:

Date Received:

IRB-IACUG Meeting Date:

[0 Principal Investigator [0 Co-investigator [0 Supervisor

Title:

Name:
Qualificat Ions:
Designation:
Place of Work:
Address:
Contact No.:
Email Address

Expected date of the experiment

Start:

End:

Has ethical review for this study been requested earlier from IRB or another committee?
O Yes* O No

*Where:

*When:

*Result:

Objectives of the research/course:

In the case of a collaborative project, please list cooperation partner(s) and affiliation:

Animal species used:
Species
Number of Females

Number of Males

Animal source:

Place of performing the experimental part:

Briefly describe the experiment procedures:

Please report any expected problems:

- Any change of the above information and an amendment form must be attached and approved
by the committee within 30 working days.

- By signing this form, we declare that we have carefully read, understood, and accept to abide
by the general guidlines.

Correspondant Name:

Correspondant Signature:

Date :
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Project Information Form - Final Decision (Form A-II)

FOR OFFICIAL USE ONLY

The final decision is based on

Are all doccuments provided: Yes No N/A
O o 0O
Comments:
Scientific Validity Yes No N/A
1- Will the study lead to improvements in human wellbeing
or increase knowledge? O O 0O
2- Can the intervention method studied be practically implemented? O O O
3- Has the research protocol been approved by a competent body? O o od
4- Are the objectives stated clearly? o 0O 0O
5- Is the study design appropriate in relation to the objectives? U o O
6- Is the study designed using accepted principles, methods
and practices? O O 0O
7- Is there a plausible data analysis plan? O O O
8- Are the investigators’ qualifications, competence and
experience appropriate to conduct the study? o 0O 0O
9- Are the facilities at the site adequate to support the study? o o o
Assessment of/Benefits/Risks Yes No N/A
1- Are the researcher’s qualifications, competence, and experience
suitable to ensure safe conduct of the study? o O 0O
2- Is the justification of predictable risks and inconveniences
weighted against the anticipated benefits for the research
participant and the concerned communities adequately? o o o
3- Is the site, including support staff, facilities and emergency
procedures, adequate? O O O

4- Have adequate provisions been made for safety monitoring

and termination of the research project? o 0O 0O

Project Compliance with the IACUC Requirements Yes No N/A
1- Does the experiment design comply with the Animal Welfare Act,

the Canadian Council on Animal Care requirements, and related

laws and international standards? o oo 0O
2- Is the designated method of animal killing appropriate? [ I I
3- Are the procedures of sample storage and disposal adequate? O o o

Responsibilities of the Researcher Yes No N/A

1- Are there any conflicts of interest, including payments

and other rewards? o oo 0O
2- Are there any other ethical / legal/ social/financial issues

in the study? o o o

Additional Comments:

Recommendation:

O Approve

Name of Reviewer:

Signature:
Chairperson:
Signature:

Date:

[0 Reject

[0 Conditional Approval (please state the conditions)
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Project Information Form - Completion of Research
(Form A-III)

Application Number:
Date Received:
Reviewed By:

IRB Meeting Date:

TITLE OF PROJECT AND PLACE OF IMPLEMENTAION

INVESTIGATOR(S)

[0 Principal Investigator [0 Co-investigator [0 Supervisor

Title:

Name:
Qualifications:
Designation:
Place of Work:
Address:

Contact Number:
Email Address:

Signature:

Duration of the Experiment

From: To:

Were any problems encountered in the following areas?

Study Design LI Yes 0 No
Ethics L] Yes [J No
Finance [ Yes [0 No
Facilities and Equipment I Yes 0 No

If yes, please summarise the problems encountered.

Please provide a one-page summary of the project outcomes

- In case of any change in the above information, an amendment form must be attached and
approved by the committee within 30 working days.

- By signing this form, we declare that we have carefully read, understood, and accept to abide
by the general guidlines.

Correspondant Name:

Correspondant Signature:

Date :




BAU InstituTioNAL REVIEW BOARD y
71

Forms

REFERENCES

Research PrOjeCt Final Approval Letter (FOI'm A'IV) 1- |n’remo’fiono| Ethical Ggidehnes for Bion'ﬂedicod Research Involving Human Subjects, 2002,
2- The Universal Declaration of Human Rights.
3- The International Covenant on Civil and Political Rights.
Acceptance Number: 4~ The Council for International Organizations of Medical Sciences.
5-  The World Health Organization.
6- UNAIDS Guidance Document on Ethical Considerations in HIV Preventive Vaccine Research.
Date: 7- Universal Declaration on Bioethics and Human Rights (19 October 2005).
8- Lebanese Act no. 72-9/9/1983 Welfare Act: Protection and Treatment of Mentally Il Patients.

9-  Lebanese Act no. 673-16/3/1998 Narcotic Drugs and Psychotropic Substances and Precursors.

Journal Name:

Dear 10- Lebanese Act no. 220-29/5/2000 Rights of Mentally Handicapped in Lebanon.

- Lebanese Act no. 574-11/2/2004 Patients” Rights and Informed Consent.

12- Animal Welfare Act of August 24, 1966 and its Amendments (1970-2008).

13- Canadian Council on Animal Care (CCAC) Publication: Guide to the Care and Use of Experimental

Animals Vol. 1, 2nd Edition, 1993.

14- Bridgewater State University
By signing this form, we declare that: https://my bridgew.edu/departments/IRB/Shared%20Documents/Meeting%2OProcedures%20
Animal care and handling for the research titled hereafter were performed in accordance with 7-14-2011 pdf

the regulations and guidelines stipulated by the Institutional Animal Care and Use Guidelines

(TACUG) at Beirut Arab University, Lebanon.

Research Title:

Main Correspondant Name:

Sincerely,

IRB Chairperson /Coordinator:

Date:
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INTRODUCTION

BACKGROUND

Beirut Arab University has established its Institutional Review Board (IRB) to review and approve the
increasing number of research projects invo|vmg humans and animals conducted dr/by BAU and the

Affiliated University Hospitals.

All projects in which a university academic staff member or student investigates humans or animals
for research purposes must be reviewed by the Institutional Review Board (IRB) prior fo initiation of
the project. It is the responsibih’ry of the investigator to seek review of any sfudy invo|ving humans and

animals.

The IRBisin chorge of the institutional responsibihw for assurance of protfection of humans and animals

involved in research or related activities.

RESPONSIBILITIES, AUTHORITIES, AND OBJECTIVES

Beirut Arab University's Institutional Review Board (IRB) is a formally designated committee to review,
approve, and monitor biomedical and behavioral research invo|ving human subjeds conducted b\/
academic staff and students at BAU and/or its affiliates. BAU Institutional Review Board is also
concerned in safeguarding animal rights. BAU's IRB has the right to approve, require modifications in
p|onnec| research prior to opprovo|, or disopprove research. The IRB has the righ’r fo regu\or|\/ moniftor
comphgnce to the ethical guidehnes of the opproved pro‘roco|s at intervals of at least once per year until

the research is Comp\eJredA

The IRB reviews any research performed within the University premises or in collaboration with other

institutes or Hospifcﬂs either within the University or at other locations.

The IRB provides independen’r and timed decisions based on adherence to the guidehnes in comp|ionce

with international declarations inc|uo|ing Nuremberg, He|sinl<i, and Belmont declarations].
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Guidelines for Humans

MISSION

The IRB aims to safeguard the protection of the dignity, rights, safety, and welfare of all actual or

poTenTio| research subjec‘rs.
VISION

The IRB is looking towards modern approaches and concepts and practical and ethical scientific
research to ensure the sfrengfhening of the quo|ier of scientific research in accordance with international

standards for the service of society and the requirements of the labour market.

MEMBERSHIP

The Institutional Review Board (IRB) chairperson, coordinator and members are appointed by BAU
administration at the beginning of each academic year; the duration ofoppoinfmenf lasts one year. The
IRB has the freedom to work independently and decide on the merits of proposals without interference

within the institutional framework.

The BAU Institutional Review Board is composed of at least eight members based on these criteria:

- The members must have enougn collective experience, expertise, and diversify to make informed
decisions on whether the research is ethical, informed consent is sufficient, and appropriate
sofeguords have been putin p|oce.

- If the IRB works with studies that include vulnerable populations, the IRB should have members
who are familiar with these groups.

- The IRB includes:

- A physician, dentist, pharmacist, health sciences field member, and social behavioural science
expert

- Alaw expert

- A "Community Member” familiar with social values, who is not offiliated with the institution or

in the immediate Fomi|y of a person aoffiliated with the institution.

Whenever there is a possibi|i’ry of conflict of interest, members are asked to declare their association
with the proposq| and withdraw from the reviewing process. |IRB members may not vote on their own

projects.

Guidelines for Humans
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ETHICAL GUIDELINES!
International Instruments and Guidelines

The first international instrument on the ethics of medical research, the Nuremberg Code, was pub|ished in
1947 as a consequence of the trial of ph\/sicions (the Doctors’ Trial) who had conducted atrocious experiments
on un-consenting prisoners and detainees during the Second World War. The Code, designed to protect the
integrity of the research subject, set out conditions for the ethical conduct of research invo|ving human subjects,

emphosizing their vo|un‘rc1ry consent to research.

The General Assembly of the United Nations adopted the Universal Declaration of Human Rights? in 1948
and the International Covenant on Civil and Political Rights® in 1966.

The Covenant in “Article 7" states that “no one shall be subjected without his/her free consent to medical or
scientific experimentation . [t is ‘rhrough this statement that society expresses the fundamental human value
that is held to govern all research mvo|vmg human subjecrs and the profection of the righrs and welfare of
all human subjects of scientific experimentation. The Declaration of Helsinki, issued by the World Medical
Association in 1964, is the fundamental international document in the field of ethics in biomedical resecrrcrw;
it has influenced the formulation of international, regiono| and national |egis|orion and codes of conduct. The
Dec|ororion, amended severdl tfimes, most recen‘r|y in 2000, is @ Comprehensrve statement of the ethics of
research involving human subjects. It sets out ethical guidelines for researchers engaged in both clinical and

nonclinical biomedical research.

After the publication of the Council for International Organizations of Medical Sciences* (CIOMS) in 1993,
many ethical guio|e|rr1es on clinical trials have been pub\ished by several international organizations. This has
included a publications by the World Health Organization®in 1995 entitled Guidelines for Good Clinical Practice
for Trials on Pharmaceutical Products and a publication by the International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH), in 1996 entitled, Guideline
on Good Clinical Practice, designed to ensure that data genero‘red from clinical trials are muTuoHy occeprob|e
to regulatory authorities in the European Union, Japan and the United States of America. The Joint United
Nations program on HIV/AIDS published the UNAIDS Guidance Document Ethical Considerations in HIV
Preventive Vaccine Research® in 2000. On the other hand, UNESCO adopted the Universal Declaration
on Bioethics and Human Rights” in 19 October 2005.

When deo|ing with biomedical research invo|ving human subjecrs, the international Human Righrs insfruments
should be considered. The Universal Declaration of Human Rights, which, particularly in its scientific provisions,
was highly influenced by the Nuremberg Code; the International Covenant on Civil and Political Rights;
and the International Covenant on Economic, Social and Cultural Rights. Since the Nuremberg experience,
Human Rights Law has expanded to include the protection of women (Convention on the Elimination of all

Forms of Discrimination against Women) and Children (Convention on the Rights of the Child).

v,

General Ethical Principles

The three basic ethical prrncip|es, nome|y respect for persons, beneficence, and justice should guide all research
invo\ving human subjects. These princip|es, which in concept have equ0| moral force, guio|e the conscientious
preparation of proposo|s for scientific studies. They may be expressed diﬁerenﬂy in varying circumstances and

given different moral Weigrfr and their opp|ico’rion may lead to different decisions or courses of action.

Two fundamental ethical considerations are assimilated in “Respect” for persons, namely:
- Autonomy, respect forthe capacity of self-determination in freating those who are capob|e of deliberation
about their persono| choices.

- Persons with impoired or diminished autonomy should be offered security against harm or abuse.

‘Beneficence” refers to the ethical obligation to maximize benefit and minimize harm. This principle gives
rise fo norms requiring that the risks of research be reasonable in the |igrﬁ of the e><|oedeo| benefits, that
the research o|esigr1 be sound, and that the investigators be competent both to conduct the research and
sofeguord the welfare of research subjecrs. Beneficence further proscribes the deliberate infliction of harm on

persons; this aspect of beneficence is sometimes expressed as a separate princip|e, no maleficence (no harm).

Justice” refers to the ethical obligation to treat each person in accordance with what is morally right and
proper and to give each person what is due to him or her. In the ethics of research invo|ving human subjects,
the prmcip|e refers prrmori|y to distributive justice, which requires the equr‘rob|e distribution of both the burdens
and benefits of parficipation in research. Differences in distribution of burdens and benefits are justifiable on|y

if Jrhey are based on moro||y relevant distinctions between persons; one such distinction is vu|nerobi|iry‘

“Wulnerability” refers to a substantial incapacity to protect one’s own interests, owing to such impediments
as lack of ccrpobihry fo give informed consent, lack of alternative means of obroining medical care or other
expensive necessities, or bemg a junior or subordinate member of a hierarchical group. Accordmg|y, specio|

provision must be made for the profection of the righrs and welfare of vulnerable persons.

WORKING PROCEDURES
Meeting Procedures

- The IRB will meet four times per academic year and review Qpp\ico’rions. Approved opp|icorions will
be valid for up to three years.

- The IRB meeting is called to order when a quorum of more than half of the members is present.
Approval of an action requires a majority vote when a quorum is present. IRB members with conflicting
interests cannot count fowards quorum. The meeting ends when business is finished. The meeting

ogendo should be orronged and sent e|ec’rror1ic0||y one week before to all the members.
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Voting System

1- Voting af @ convened meeting takes |o|0ce under the {o||owing conditions:
- A quorum of the members must be present for all reviews/actions voted on at a convened meeting.
- A passing vote must consist of a maijority of members present voting in favour of the motion.
- External consultant do not hold a voting right in the IRB.
- External consultants will not participate in the vote.
- Community members must o|woys be present for a vote.

-A physicion must be present fo vote on human subjed regu\cﬁred research.

2- If the outcome of the IRB vote is that modifications and/or additional information is required, the

IRB chairperson or the coordinator may review and approve the Pl's response on behalf of the IRB.

Issuing and Reporting the Final Decision

Investigators will be notified e|ecfronico||y and/or b\/ a formal letter of the decision of the IRB and any
chonges required If minor speciﬁc Chqnges are required, the chonges, once returned, may be reviewed
and approved by the chairperson or coordinator. The IRB chairperson or the coordinator may approve
minor speciﬁc chonges without return to the full board for review (eg. address chonge, addition or deletion
of eruo|\/ personne|, chonge in number of subjeds to be recruited, etc.) The IRB shalll noﬁfy investigators
and the institution e|edronico||\/ via email of its decision to disopprove the proposed research activity or of
modifications required to secure IRB approval of the research activity. If the IRB decides to disapprove a
research activity, the reasons for its decision will be sent electronically to give the investigator an opportunity
to respond. Any Suspension or Termination of approval shall include a statement of the reasons for the IRB's

action and shall be reporTed to the investigator.

Documentation Archival and Duration

The IRB, through its administrative staff, shall prepare and maintain adequate documentation of IRB
activities, inc|uo|ing the fo||owing:

1- Copies of all research proposo|s reviewed and any associated documentation or materials, inc|uo|ing:
scientific evaluations, somp|e consent documents, progress reports, amendments or extensions
submitted by investigators, reports of incidents orinjuries to subjects, and copies of all correspondences
between the IRB and the investigators. FDA has specified record-keeping and record retention
requirements; genero”y, FDA regu|o+eo| research records must be kepf for 2 years. According|y,
BAU IRB regulations, research records are archived for 3 years after completion of all its activities
while digifcﬂ records are kepf for more than 5 years.

2- Minutes of IRB meetings show attendance at the meetings; actions taken by the IRB; the vote on
these actions including the number of members voting for, against and abstaining; the name of
any person with a conflict of interest and reason for conflict; the basis for requiring chqnges in
disopproved research proposo|s; and a written summary of the discussion of controversial issues and

their resolution.

Z
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3- Listing of confinuing review activities and research proposo|s that have been opproved under the
expedh‘ed and exempt review procedures
4- Alist of IRB members and working procedures guidelines.
Records required by this po|icy and those re|0ﬁng to conducted research shall be retained for at least three
years after comp|eﬁon of the research. The records of the IRB pertaining fo individual research activities will
not be accessible outside the IRB and the individual researcher except for purposes of audit or inspection by

federal agencies fo assure comp|ionce

Funding Resources

BAU is the main and only source of funding for BAU Institutional Review Board. The IRB does not charge

any fees for review of research studies invo|ving human and animal subjec’rs.

TYPES OF REVIEW
Exempt Research

Research that presenfs no more than minimal risks to non-vulnerable participants is exempt from the IRB's
review and opprovo| process. The IRB choirperson or coordinator determines that a research project proposo|
quo|iﬁes as exempft from E><peo|?reo| or Full Review. Research that falls into one of the categories below may
be exempted from IRB review:
- Research conducted in established or commonly accepted educational settings, involving normal
educational practices, such as:

+ Research on regu|or and specio| education instructional strategies.

« Research on the effectiveness of or the comparison among instructional Techniques, curricula, or
classroom management methods.

- Research invo\ving the use of educational tests (cogniﬂve, diognosﬂc, opﬂfude, achievement), or
observation of pub|ic behavior, unless:

+ Information obtained is recorded in such a manner that human subjects can be identified, direcﬂy or
Through identifiers linked to the subjecfs.

« Any disclosure of human subjed responses outside the research could reosonob|y p|oce the subjeds at
risk of criminal or civil |i0bi|ify or be domqging to the subjeds' financial sfonding, emp|oy0bi|ify, or
reputation.

- Research invo|vmg wo’rching pub|ic behavior of children, where the investigator does not take part in the
activities.

- Research invo|ving data, documents, pofho|ogico| specimens, or diognosﬁc specimens pub|ic|y available
or if the information is recorded by the investigator in such a manner that subjeds cannot be identified,

direcﬂy or Through identifiers linked to the subjeds.
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- Research and demonstration projects which are conducted by or subjected to the o|o|orovo| oidepon“rnen‘r - Voice, video, digital or image recordings made for research purposes, such as investigations of speech
or agency heads and which are designed fo srudy, evaluate, or otherwise examine: defects. For e><om|o|e, an audio recording on which subjec’rs are asked to speok common words for the
» Public benefit or service programs. purpose of measuring voice timber would quo|iiCy for Expedired Review. A recording of a rneropy session
+ Procedures for obioining benefits or services under those programs. with a pafient would not quo|ii(y for Expedired Review; a Full Review would be required due to the
+ Possible cnonges in or alternatives to those programs or procedures. sensitive nature of the contents.
« Possible cnonges in methods or levels of payment for benefits or services under those programs. - Research on individual or group behavior characteristics of individuals (such as studies of perception,
- Taste and food quo|iry evaluation and consumer acceptance studies: cognition, motivation, ideniiiy, |onguoge, communication, cultural beliefs or practices, and social
« If wholesome foods without additives are consumed. behavior) or research em|o|oying survey, inferview, oral nisrory, focus group, program evaluation, human
* If consumed food containing a food ingredieniL at or below the level of foxicity is found to be safe or if factor evaluation, or quo|i‘ry assurance me‘rnodo|ogies.

ogricu|iuro| chemicals or environmental contaminants at or below the level of toxicity are found to be
safe by the Food and Drug Administration or opproved by the Environmental Protection Agency orthe Full Review

Food Safety and Inspection Service of the regulatory bodies.
Y P d / Full review by the entire IRB panel is reserved for studies that have potential risk to human subjects. This may

. . inc|ude, but is not limited to:
Expedited Review
- Research invo|ving the administration of new drugs or other substances.

In some circumstances, if there is no more than minimal risk, expedi‘red review can be conducted even on - Research that moierio”y affects the pregnancy of a woman or the neo|‘rn/we||—being of fetuses in utero.

studies involving minors. Categories for expedited review are: - Research involving subjects with life-threatening physical conditions.

- Surveys/interviewing of children or observation of pub|ic behavior invo|ving children when the researcher
participates in the activity being observed.

- Surveys requesting information that expose the informant to criminal or civil |iobi|ii\/ or are exireme|y
persono| in nature in which the likelihood of associating the individual with the responses is very big.

- Collection of blood somp|es by icinger stick, heel stick, ear stick, or veni-puncture not exceeding 50 ml or
3 ml per kg (whichever is less) in an eignr week |oeriod, and collection may not occur more Frequen‘r|y than

fwo fimes per week.

Collection of hair and nail c|i|opings ina non—disfiguring manner or of deciduous teeth and permanent

teeth if patfient care indicates a need for extraction.

Collection of excreta, external secretions inc|uding sweat or un-cannulated saliva.

Collection of both supro—ond sub—gingivo| dental |o|ogue and calculus, |orovided the procedure is not
more invasive than routine propny|oc‘ric sco|ing of the teeth, and the process is occomphsned with

occepred propny|oc‘ric ‘recnniques.

Recording of data from subjec‘rs using non-invasive procedures rourine|y emp|oyed in clinical practice,
e><c|uding X-rays or microwaves. Where medical devices are ern|o|oyed, iney must be c|eored/opproved
for the market. Exomp|es include the use of pn\/sico| sensors that are o|o|o|ied either to the surface of the
body or at a distance and do notinvolve input of matter or signii(iconr amounts oienergy info the subjec’r or
invosionof’rnesubjecr'sprivocy, mogne’ricresononceirnoging,e|ec’rrocordiogropny,eieciroencepno|ogropny,
‘rnermogropny, detection of noruro||y occurring rodioocriviry, diognosric infrared imaging, dopp|er blood
flow, and e|ecrrorerinogro|ony. 5ubiecrs can participate in moderate exercise, muscular srrengrn festing,

body composifion assessment, and i(|e><ibi|iry festing where appropriate given the age, weign‘r, and health

of the individual.

- Research invo|ving pnysicoHy intrusive procedures.

- Research which previous experience (by the poriicu|or investigator or other investigators) has shown to
creafe a poieniio| of risk o subiec’rs

- Research that may result in a signhficoni level of psycno|ogico| or pnysico| stress.

- Research which po’ren’rio”y could put the subjec’r at risk for iego| or civil |iobi|i’ry or invade a subjecirs
privacy in regord fo sensitive aspects of his/her behavior (eg. i||ego| conduct, drug use, sexual behavior,
alcohol use) when there is a possibi|iry that the subjecr could be identified.

- Research invo|ving prisoners.

- Research that |o|oce5 proiecied popu|o’rions (such as children, menio”y retarded individuals, rnenio”y ll

individuals, and patfients with medical disorders) at more than minimal risk.

Continuing Review

Continuing review of research conducted on human subjects by academic staff and students must be done in
accordance with the policies and procedures outlined in this manual at intervals appropriate to the degree of

risk but not less than once per year.

The IRB cannot approve a research project for more than 12 months. All reviews for continuation will be
conducted by expedited review if no changes have been made to the research protocol and no adverse or
unexpected reactions or side effects have occurred or are expected. (However, the full IRB will be given the

opportunity fo review the continuation/renewal report). In all other instances, confinuing the review will be

conducted by the full IRB.
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Others

REVISIONS

If the investigator, during the course of conducring the research, revises the research proroco| (e, makes
chonges to the informed consent Form, survey insfruments used, or number and nature of subjecrs), the
princrpo| investigator will norify the IRB chdrrperson immedio’re|y. The choirperson will determine the need for

additional review and the type of review (Expedited or Full) and will notify the IRB members.

SUSPENSION OR TERMINATION OF RESEARCH

The IRB shall have durhoriry to suspend or terminate research that is not being conducted in accordance with
the IRB's requirements and other institutional and governmenro| requirements or has been associated with
any serious harm to subjecrs. Concerns regording the conduct of research must be reporTed immedio’re|y to the
chairperson of the IRB by any individual having such knowledge. Any Suspension or Termination of research
must include a statement of the IRB's action, and the chairperson must report its decision promptly to the

princrpo| investigator, the Dean and the runding agency in the case of a sponsored project.

UNINTENTIONAL
In the event of research conducted without the intention of invo|vir1g human subjecrs, which subsequenﬂy
involves human subjecrs (by intention of the researcher), the research must be reviewed by the IRB in

accordance with the po|icres and procedures outlined in this manual.

CRITERIA FOR IRB APPROVAL OF RESEARCH
Risks to Subjects

Risks to subjecrs are minimized:
- By using procedures that are consistent with a sound research design and which do not unnecessori|\/
expose subjec’rs to risk.
- Whenever appropriate, by using procedures o|reody being perFormed on the subjects for diognos‘ric
or freatment purposes.
1- Have the rationale and base for the srudy hyporhesis been provided inthe bdckground information?
9- Has the research been preceded by odequore |oborcrrory and/or animal studies”?
3- Are the design of the research and the proposed research procedures odequore to answer the
research questions’?
4- Can data from procedures or fests bemg perrcormed for diognosﬁc or freatment purposes be used
in lieu of procedures or fests being performed so|e|y for research purposes?
5- Could procedures that involve less risk be used to answer the research question”?
6- s the sdmp\e size (number of subjecrs) ddequore?
7- Is the method proposed for se|ecﬁng and assigning subjecrs fo freatment groups unbiased?

8- Are the sTudy endpoinrs and methods of data ond|ysrs appropriate for the srudy?

e
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Risk/Benefit Ratio

Risks to subjec’rs are reasonable in relation to the orfricrpo’red benefits to subjecrs and importance of know|edge
that may be reosonob|y expecred to result.

1- What are the onﬁcipored physico|, psycho|ogico|, social, |ego|, or economic risks to individual
subjecrs?

2- What are the porenrio| benefits, if any, fo individual subjecrs?

3- What information is |il<e|y to result from the research and what impact, if any, will the information
have on fur‘rhering the undersronding of human physio|ogy, didgnosis, or treatment of the disease
or condition being studied”?

4- Are there any groups of peop|e who migrnL be more susceprib|e to the risks presem‘ed by the srudy and
who therefore ough‘r to be excluded from the research? Are the procedures for rdern“hcying such
individuals odequore?

5- Are there odequore p|cms to exclude subjecrs who are vulnerable to injury during the period of

withdrawal of active and effective rheropy, if that is part of the research design?

Selection of Subjects

Selection of subjects is equitable.

1- Does the nature of the research require or jusriry using the proposed s‘rudy popu|oﬁon?

2- Will the solicitation of subjecrs avoid p|ocing a disproporrionore share of the risks and discomfort as
well as inconvenience of the research on any sing|e group of individuals?

3- Are women of chi|dbeoring porenﬂo| e|igib|e for participation or, if not e|igib|e, has their exclusion
been jus‘rified?

4- Has the selection process overprorecred po’ren’rio| subjec’rs who are considered vulnerable so that
Jrrwey are denied opportunities to participate in research?

5- Are any payments to subjects reasonable based upon the comp|e><iries and inconveniences of the

srudy and the porricu|dr subjecr popu|drion?

INFORMED CONSENT &
General Requirements

No investigator may involve a human being as a subjec’r in research unless the investigator has obtained
the |ego||y effective informed consent of the subject or the subject’s |ego||y authorized representative. An
investigator shall seek such consent on|y under circumstances that provide the prospective subjec‘r or the
representative sufficient opportunity to consider whether or not to parficipate and that minimize the possibi|iry
of coercion or undue influence. The information that is given fto the subjecr or the representative shall be in
|cmguoge understandable to the subjecr or the representative. No informed consent, whether oral or written,

may include any e><cu|porory \onguoge ’rhrough which the subjec’r or the representative is made to waive
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or appear to waive any of the subject’s |ego| righ‘rs, or releases or appears fo release the investigator, the - The research could not practicably be carried out without the waiver or alteration.

sponsor, the institution or its agents from |iobi|iiy for rieg|igerice. - The subjecis will be provided with additional pertinent information after participation, when appropriate.

1- Basic elements of informed consent, except as provided in porogroph (3) of this section, shall be - The researcher project demonstration is to be conducted by or subjec’r to the opprovo| of government

provided for each subjeci occording to the ico||owing:

- A statement that the siudv involves research, an expiorio’riori of the purpose of the research and
the expecied duration of the subjeci's participation; a descrip‘riori of the procedures to be followed;
and idenfification of any procedures that are experimenioi

A description of any reasonably foreseeable risks or discomforts.

A descripiiori of any benefits to the subjecr or to others which may be reosonob|y expecied from the

resed I’Ch

A disclosure of appropriate alternative procedures or courses of treatment, if any, that migrii be

odvoriiogeous to the subjeci,

- A statement describing the extent, if any, to which corntideriiiohry of records ideri’rii(yirig the subjeci will
be maintained.

- An exp|orioiiori for research irivo|virig more than minimal risk, as to whether any compensation is
provided and an e><p|orio’riori as to whether any medical treatments are available if injury occurs and,
if so, what iriev consist of, or where further information may be obtained.

- An e><p|onoiiori of whom to contact for answers to pertinent questions about the research and subjecis'
rig|’i’rs and whom fo contact in the event of a research-related injury to the subject.

- A statement that participation is vo|urirory—reicuso| fo participate will involve no perioiiy or loss of
benefits to which the subject is otherwise entitled-and the subject may discontinue parficipation at any
time without penoiiy orloss of benefits to which the subjeci is otherwise entitled to receive for participation

up to the point of their termination.

2- Additional elements of informed consent, when appropriate; one or more of the ioHowing elements of

information shall also be provided to each subjeci:

- A statement that the poriicu|or freatment or procedure may involve risks to the subjed (or to the
embrvo or fetus, if the subjed is or may become pregnoni), which are curreni|y unexpeded.

- Aniicipo’red circumstances under which the subjeci's participation may be ferminated b\/ the
investigator without regord to the subjects” consent.

- Any additional costs to the subject that may result from participation in the research.

- The consequences of the subjeci's decision to withdraw from the research and procedures for order|y
termination of participation by the sulojeci‘

- A statement that sigriii(iconi new Firidirigs deve|oped duririg the course of the research, which may
relate to the subjecis' wii|ingness fo confinue in participation, will be provided to the subjed.

- The approximate number of subjecis involved in the s’rud\/.

officials and is designed to srudy, evo|uore, or otherwise examine:

- Programs under pub|ic benefit or service.

- Procedures for obioiriirig benefits or services under those programs.
- Possible choriges in or alternatives fo those programs or procedures‘

- Possible chonges in methods or levels of payment for benefits or services under those programs.

Documentation

1- The IRB may waive the requirement for the investigator to obtain a signed consent form for some or
all subjecis, if it finds either:
- That the ori|y record |irii<irig the subieci and the research would be the consent document and the
priricipo| risk would be poieri’rio| harm resu|‘ring from a breach of com(iden‘rio|i’ry.
- That the research presents no more than minimal risk of harm to subjects and involves no procedures
for which written consent is normo||y required outside of the research context.
In documentation where the signed consent is waived, the IRB may require the investigator to

provide subjecis with a written statement regording the research.

2- Except as provided in item (1) of this section, informed consent shall be documented by the use of
a written consent form opproved by the IRB and signed by the supjecr or the subieci’s |ego||y

authorized representative. A copy shall be given fo the person signing the form.

3- Except as provided in item (1) of this section, the consent form may be one of the Fo||owirig:

- A written consent document that embodies the elements of informed consent. This form may be
read to the su bieci orthe subjeci's |ego||y authorized representafive, butin any event, the investigator
shall give either the subjeci orthe representative odequoie opportunity to read it before it is sigried.

- A “short form” written consent document stafting that the elements of informed consent have been
presem‘ed oro||y to the subject or representafive. When this method is used, there shall be a witness
to the oral presentation. Also, the IRB shall approve a written summary of what is to be said to
the subjeci or the representative. Ori|y the short form itself is to be sigried by the subjeci or the
representative. However, the witness shall sign both the short form and a copy of the summary,
and the person ociuo”v obioining consent shalll sign a copy of the summary. A copy of the summary

shall be given to the subject or the representative in addition to a copy of the “short form”.

IRB SUBMISSION AND REVIEW PROCESS

3- The IRB may approve a consent procedure which does not include, or which alters, some or all of the
elements of informed consent set forth above or waive the requirements fo obtain informed consent - If you are sure that your project quo|ifies as a Human Subjed Research, comp|e’re the Human Subjec’r
provided the IRB finds and documents that:

- The research involves no more than minimal risk to the subiecis.

Research Determination Form and submit it to the IRB coordinator. If you are instructed to apply for IRB

exemption or opprovoi, proceed to step (2).
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To apply for exemption (review the categories for exemption) from IRB approval, complete a request
for exemption form. If your research is not exempt, comp|e‘re an IRB Cipp|icoﬁrior1 and attach evidence
and required signatfures and mail them to the committee. A|rern0ie|y, you may e-mail pdi( files with
signature pages scanned to the e-site. Be sure to provide cerfification that you have comp|e’red the required
training to conduct Human Subject Research.

Your opp|ica’riori will be reviewed to determine if it is comp|e’rei |ncom|o|e’re opp|ico’rioris will be rejec‘red
and returned to the investigator. Comp|ered opp|ic0rions will be evaluated to determine if rhey fall within
one or more of the speciicied categories of exempt research or if ‘rriey should have either an expedired
(review the categories for expedired review) or full board review.

Exempt requests will be reviewed by the IRB coordinator and/or the designated IRB member. Once it
is determined if an opp|icorion is exempt, the investigator will be informed of the decision. Denials will be
forwarded to the IRB chairperson for expedited review.

Expedited requests will be reviewed by the IRB chairperson or the designated IRB member and/or
coordinator. Approv0|s will be valid for up fo one year. Denials for expedired review will be forwarded for
full board review by the IRB. The investigator will be informed of the decision.

Work on a project cannot extend beyond the date approved by the IRB. If it is necessary for work to extend
beyond this date, a Continuation/Termination Request must be submitted.

Work on a project cannot be modified from the Qpproved pro’roco|. If any d’ionges are to be made, a
Modlification Request Form must be submitted.

No research can be conducted until the investigator has received confirmation from the IRB coordinator
that the dpp|ic0riori is either exempt or dpproved, or in the case of renewals and modifications, until Jriiey

are approved.

Meeting Procedure

The IRB will meet four times per academic year to review applications. Approved applications will be valid

for up to three years.

Submission Material

- A Complete Application Form signed by both the Primary Investigator (Pl) and/or the Scientific
Department Choirperson.

- When appropriate, any and all necessary Cipperidices required by the App|iccﬂriori Form.

- Eng|ish or Arabic consent forms, unless a waiver of documentation of informed consent is being
requested by the PI.

- Poriicipori’r/Subjecr recruitment materials and somp|es (e.g. advertisements, brochures, ﬂyers, video
tapes or letters o po’renii0| subjec’rs) that will be used to inform peop|e about the s‘rudy (ii[opp|icob|e)i

- Questionnaires, tests and/or surveys that will be used in the research s‘rudy If this is a pi|o‘r srudy and
the final survey(s)/questionnaire(s) is/are still under deve|opmenr, provide exomp|es of the types,
content and gerieroi subjecr matter to be covered.

- Curriculum vitae of the Pl and co-investigators.
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- Clinical Investigator Brochure in case of a sponsored clinical trial (if applicable).
- Insurance Certificate from sponsor or Clinical Trial Agreement, which documents that subjecr injury

medical expenses are covered by sponsor (if opp|icobie).

Estimated Review Schedule

The review schedule dates are calculated from the time of submiiririg a comp|eie OpphCOﬂOI’i. Some
opp|icoiioris may be reviewed and Qpproved before or after the stated fimings based on the comp|e><iiy of

the s’rudy and reviewer concerns.

- Exempt Research Studies: announced within 3-4 weeks of review and dpprovo|.
- Expedi’red Review requires opproximo’re|y 6-8 weeks for review and opprovo|.
- Full Committee Review should be submitted at least four weeks prior to the IRB meeting date; review

and approval by the IRB may require from 1-3 months after initial IRB review at a convened meeting.
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BAU Institutional Animal Care and Use Guidelines (IACUG) are intended to facilitate the IRB review of

research concerning animals.

This is to ensure that animal care and hond|ing for the research proposed are performed in accordance with
the regulations and guidelines stipulated by the BAU Institutional Review Board (IRB).

IRB has the righr fo regu|or|y monitor comp|ionce to the ethical guide|ines of the opproved pro‘roco|s until the

research is comp|eJred.
In the words of Gandhi:

“The greatness of a nation and its moral progress can be judged

by the way its animals are treated.”

ROLE OF IACUG

Institutional Animal Care and Use Guidelines (IACUG) are established to prove safety and welfare of
experimenro| animals used for research and ensure that the experiments will be performed fo sofeguord the
righ‘rs, sofery and we||being of the animals. IACUG should ensure the full review and evaluation of all ethical
aspects of the research proposo|s it receives before ’rhey are carried out to make sure Jrr‘uey follow ethical

guide|ine54 The tasks of the review are performed free of bias and influence.

The IRB provides independen’r and timed decisions based on adherence to the guide|ines detailed hereafter.
These guidelines are based on the Animal Welfare Act”? and the Canadian Council on Animal Care's (CCAC)
Guide to the Care and Use of Experimental Animals'”.

The IACUG are to be also involved in the on-going monitoring of the opproved research.

The IACUG take into account the interests and needs of researchers and the requirements of relevant

regu|o’rory and opp|icob|e laws.

The IACUG herein provide applicants with all the terms of references that set out the work expected of the
committee in a standard operating procedure (SOP). The nature of the research determines what is required;

it may include format sheets for applications (Form A-1, A-1lI).

The IACUG is Wi||ing to extend its role as an ourhori’ry in ethical issues concerning research conducted on
animals by participating in:
1- Cooperating, odvising, and supporfing other relevant committees, such as the Foctu Research
Commir’ree, in matters of common inferest.
9- Promoﬁng community awareness and consu|’ring with individuo|s, communities, and the government on
ethical issues related to research on animals.
3- Keeping up-To-dore with international deve|opmerrrs in relation to animal care and hondhng issues and

communicating with relevant international organisations and individuals.
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COMMUNICATION WITH IACUG

All communications and submitted opp|icoﬂons are perrcormed direcﬂy and sent Jrrwrougrw e-mail or regu|or
mail to the committee. Online opp|icorions are occepred for review, but the final decision is withheld until o

hard copy is submitted with the signafure of the opp|iconr.

The application file should include:
1- Before starting the project, Project Information-Research Involving Animals Form (Form A-1) should be
submitted for opprovo|‘
9- After completing the research, a Project Completion Form (Form A-111) should be submitted to get a
final approval letter (Form A-1V).

APPROVAL CONDITIONS AND DECISION MAKING

Submitted research proposo|s would be ideal if ‘rhey have been previous|y reviewed by a relevant scientific
committee and found to be scierﬁiﬁco”y valid. However, where there is no such separate review, the IRB
needs to consider the scientific value and vo|idiry jusﬂﬁcoﬂon, merhodo|ogy, proposed orro|yﬁco| methods,

efc. as well as ethical issues stated hereafter.

Communications and decisions are given in a written form under the signature of the IRB choirperson or
coordinator in the relevant form (Form A-l1).

Positive Decision

The opprovo| decision is subjecr to the adherence of the researcher to the quo\iﬁcoﬁon criteria. Any non-

adherence leads to withdrawal or suspension of the approval.

Final approval and letter to publishing editors (Form A-1V) is granted according to the follow-up and

submission of the research comp|eﬁon sheet.

Conditional Positive Decision

A conditional approval may be granted based on the researcher’s compliance with the conditions stipulated
by IRB. The applicant may be asked to submit the required amendments in new sheets. A period of validity
of the approval may be stated. The decision is stated in the final decision form (Form A-lI).

Negative Decision

In case of @ negative decision, a clear statement of the reasons for the negative decision is communicated to
the researcher in a special standard format (Form A-I1). This involves reasons for refusal and includes whether
it may be submitted as a new proposo| with appropriate d’ronges. The righr fo oppeo| should be submitted
only to the IRB.

.
23

Ethical Review and Guidelines for Research Using Animals

The IRB believes that the use of animals in research is acceptable only if it promises to contribute to
undersronding of fundamental bio|ogrco| princip|es orto the deve|opmernL of know|edge that can reosonob|y
be expecred to benefit humans or animals. Animals should be used on|y if the researcher’s best efforts to
find an alternative have failed. Individuals using animals should emp|oy the most humane methods on the

smallest number of appropriate animals required to obtain valid information.

The following guidelines and principles should be applied in conjunction with the Animal Welfare Act" and

Canadian Council on Animal Care’s (CCAC) Guide to the Care and Use of Experimental Animals'®:
1- If animals must be used, it should be maintained in a manner that provides for their physico| comfort
and psychological well-being, according to CCAC's policy statement on: social and behavioral

requirements of experimen‘ro| animals.

e

Animals must not be subjected to unnecessary pain or distress. The experimenro| design must offer
them every procﬂcob|e sofeguord. Cost and convenience must not take priority over the animal’s
physico| and mental We||—being.

3- Expert opinion must show the porenﬂo| value of studies with animals. The foHowirrg procedures, which
are restricted, require independenr external evaluation to jus’riry their use in burns, freezing injuries,
fractures, and orher’r\/pes of trauma investigation in anesthetized animals. All this must be in concomitant
to acceptable veterinary practices for the relief of pain, including adequate analgesia during the
recovery period

4 If pain or distress is a necessary concomitant to the srudy, it must be minimized both in infensity and
duration. Investigators, animal care committees, grant review committees and referees must be
especio”y cautious in evo|uoﬂng the proposed use of the fo||owing procedures:

- Experiments invo|ving Wirhho|ding pre and post-operative poin—re|ieving medication.

- Poro|yzing and immobihzrng experiments where there is no reduction in the sensation of pain.

- Electric shock as negative reinforcement.

- Extreme environmental conditions such as low or High femperatures, higr\ humidiry, modified
ormosprweres, or sudden crromges therein.

- Experiments srud\/ing stress and pain.

- Experiments requiring wirrrrwo|ding of food and water for periods incomporib|e with the species-
specir(ic ph\/sio|ogico| needs; such experiments should have no detrimental effect on the health of the
animall.

- Injection of Freund's Complete Adjuvant must be carried out in accordance with CCAC guidelines on:
occeprob|e rmmuno|ogico| procedures,

5- An animal observed to be experiencing severe un-relievable pain or discomfort should rmmediore|y be
humone|y killed using a method provrding inifial ropid unconsciousness.

6- While non-recovery procedures invo|vir1g anaesthetized animals, and studies invo\ving no pain or

distress are considered occeprob|e, the Fo||owirrg experimenro| procedures inflict excessive pain and are

thus unoccep‘rob|e:
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- Utilization of muscle relaxants or poro|yrics (curare and curare-like) alone, without anaesthetics during
surgical procedures.

- Traumatizing procedures invo|ving crushing, burning, s’rriking, or beoﬂng in un-anaesthetized animals.

7- Studies such as ‘roxico|ogico| and bio|ogico| testing, cancer research and infectious disease investigation

may, in the past, have required continuation until the death of the animal. However, in the face of
distinct signs that such processes are causing irreversible pain or distress, alternative endpoinrs should

be Thoughr fo sa’risfy both the requirements of the s’rudy and the needs of the animal.

8- Physico| restraint should on|y be used after alternative procedures have been fu||y considered and found

inodequo’re. Restrained animals must receive excepﬂono| care and attention in comp|ionce with species-

speciﬁc and genero| requirements.

9- Painful experiments or rnu|‘ri|o|e invasive procedures on animals should be done without pain using

odeq uate anaesthesia.

10- Waste disposo| should be in comp|ionce with BAU waste hondhng procedures that meet local

environmental requirements. This is essential to ensure the safe tra nsport and disposo| of waste, especio”y
animal waste. Bogs and containers for medical waste are colour-coded (ye||ow) and labelled as
biohazard or medical waste. Such waste is |o|oced in appropriate leak-resistant bogs and then ye||ow
containers beoring the international black biochazard symbo| and c|eor|y marked medical waste.
Medical waste and sr\orp containers are stored secure|y before being periodico”y collected by licensed

waste contractors for final disposo| using opproved Tedmo|ogy by licensed/accredited contractors (for

detailed procedures, please contact +961 1300110 Ext: 2554).

FOLLOW-UP

Institutional Animal Care and Use Guidelines (IACUG) consider the advisability of monitoring progress of

research approved by them.

Submission of Progress Reports

The IRB may call for reports at predetermined intervals every twelve months. On the conduct of the research

during projects and on completion to help the IRB in formulating its guidance, reports should be submitted

so that the IRB can be assured that projects confinue to conform to the opproved ethical standards. A final

report should be followed at the end of the project.

“This will not in any way reduce the responsibility of the researcher

to ensure such conformity”.

Publication of Results

The IRB will maintain a record of all proposed research projects and may require a formal report on completion

of the projectin orderto review the outcome of the research and its contribution to know|edge.

Publication confirmation of results ’roge’rher with a reprint may be reques’red.
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Human Forms
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IRB Face Page (Form H-I)

Protocol Application Checklist (Form H-11)

Protocol Application Checklist (Form H-I11)

Protocol Application Checklist (Form H-1V)

Protocol Application Checklist (Form H-V)

Informed Consent Form (English Version) (Form H-V1)
Informed Consent Form (Arabic Version) (Form H-VII)
Parental Permission Form (English Version) (Form H-VII1)
Parental Permission Form (Arabic Version) (Form H-1X)

- Assent Form (English Version) (Form H-X)

Assent Form (Arabic Version) (Form H-XI)
Research Project Final Approval Letter (Form H-XI1)

Animal Forms

1-

Project Information - Research Involving Animals (Form A-I)

9- Project Information - Final Decision (Form A-Il)

3- Project Information - Completion of Research (Form A-IlI)
4- Research Project Final Approval Letter (Form A-1V)

Institutional Review Board Face Page (Form H-I)

PI Name:
Correspondent Name:
Faculty:
Department/Division:
Protocol Title:

Instructions: When submitting documents to the Institutional Review Board, please
check off all that apply for this submission. Be sure to include the protocol number and
all attachments as noted in this sheet.

Please indicate whether this submission is for an expedited or full review and check all submitted
documents. Be sure to include the correct number of copies with each submission as indicated

and all applicable documentation. If incomplete, the documents will be returned to you.

[0 New Protocol Application - Signed (H-I)
[0 Expedited Review
[0 Original (required)
0 One Copy (required)
O Consent Form(s)/Information Sheet(s) (required)

[0 Full Review

O Original (required)

[ Eight Copies (required) + Soft

0 Consent Form(s)/Information Sheet(s) (required)

Please note: Complete documentation must be provided at the time of continuing review or study
termination. If your protocol has been modified since your last IRB review, please provide a

comprehensive protocol inclusive of all modifications and an Amendment Review Form (H-IIT).

[0 Re-approval - Signed (H-II) Protocol Number:
[ Protocol Application (H-I) (2) (Current Copies)
[0 Consent Form/Information Sheet / Assent Form (Clean Copy)
[0 Consent Form/Assent Form (Submit (4) signed with last names blacked out)

Please note: Any change to an existing protocol must be approved by the IRB prior to its

implementation. Please submit a complete document.
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[0 Amendment Review Form - Signed (H-III) Protocol Number:
[ Protocol Application (H-I) Revised (required: (2) Copies)
[0 Revised Consent Form/Information Sheet/Assent Form (required: (2) Copies)
[0 Survey Instruments
O Interview Questions

[0 Request for Exemption - Signed (H-IV) Protocol Number:
O Consent Form/Information Sheet
O Survey Instruments
O Interview Questions

Note: Copies should consist of (1) with track changes and (1) original copy for all documents

amended.

FOR BAU-IRB USE ONLY

Notes/Comments

BAU-IRB Receipt
Submitted Material Received by:
Date Received:

New Submission Assigned Protocol Number:

Protocol Application Checklist (Form H-II)

PI Last Name:
Protocol Number:
Date of Meeting/Review:

SECTION I

General Information
Nature of Study/Specialty: Other Investigators:

Study Title: Collaborating Institutions:
Study Objectives: Study Location:

PIL:

Correspondent:

Notes:

SECTION II

Human Subjects

Anticipated Total Enrollment: Recruitment:

Subject Population: Special Population(s):
BAU Students or Employees:

Inclusion/Exclusion Criteria Yes No N/A
Are the inclusion/exclusion criteria clearly stated and reasonable? O 0O 0O
Is the selection of subjects appropriate and equitable? o o o

Are minorities, women, children or other vulnerable populations
included? o 0O O

Is the inclusion or exclusion of minorities, women, children and

other vulnerable populations justified? O O 0O
Are additional safeguards in place to protect subjects who may

be vulnerable to coercion or undue influence? o O 0O
Recruitment Yes No N/A
Are recruitment methods for all subjects groups well defined? O o O

O

o o

Are all recruitment materials submitted? O O 0O

Are the location, setting, and timing of recruitment acceptable?
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If yes, are materials non-coercive and easily understandable?
Are there acceptable methods for screening subjects prior to

enrolment?

Notes:

SECTION II

Research Plan

Purpose:

Benefits:

Introduction:

Risk/Benefit Analysis:

Design, Procedures, Materials, and Methods:
Economic Considerations:

Data Analysis/Justification of Sample Size:
Data and Safety Monitoring:
Inclusion/Exclusion Criteria:
Confidentiality:

Risks and Inconveniences:

Reference List:

Specific Aims, Background, and Significance
Are the study aims/objectives clearly specified?
Adequate preliminary data to justify research?
Are adequate references provided?

Is there appropriate justification for this research protocol?

Scientific Design

Is the rationale for the proposed number of subjects reasonable?

Is the scientific design adequate to answer the study’s question(s)?
Is the scientific design adequately described and justified?

Are the study aims/objectives likely to be achieved within the given
time period?

Are there adequate plans for data safety and monitoring?

Are the plans for data and statistical analysis defined and justified?

Yes No N/A
O O 0O
O O O

Yes No N/A
O O 0O
O O O
O o O
O o 0O

Yes No N/A
O O 0O
O O O
O o O
O o 0O
O O 0O
O O 0O

Research Procedures
Are the rationale and details of research procedures adequately

described?

For treatment studies, is there a clear differentiation between research

procedures and standards of care and evaluation?

Are there adequate plans to inform subjects about research results?

Resources

Are there appropriate resources to conduct this research

(e.g. equipment, space, lab, staff)?

Is appropriate monitoring of subjects during and after the research
assured?

Will counseling or support services be provided, if applicable?

Are provisions included for research related injuries, if applicable?

Economic Considerations

Is compensation to subjects reasonable, not coercive?

If the subject does not complete the study, will compensation

be pro-rated?

For student participants, is experimental credit offered and clearly
defined?

Risks and Benefits

Are the risks and benefits adequately identified, evaluated and
described?

Are the risks reasonable in relation to the benefits?

Are the risks reasonable in relation to importance of knowledge
to be gained?

Are the risks minimized to the least extent possible?

Subject Privacy and Confidentiality
Are there adequate provisions to protect the privacy of subjects?
Are there adequate provisions to protect the confidentiality of data

during and after research?

Are there adequate provisions for storage, coding, and use of identifiers?

Notes (if any):

Yes No N/A
O O 0O
O O O
([ o O

Yes No N/A
O O O
([ o O
O O 0O
O O 0O

Yes No N/A
O O O
O O 0O
O O 0O

Yes No N/A
O O 0O
O O 0O
O O O
O O O

Yes No N/A
O O 0O
O O O
O O O
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SECTION IV

Informed Consent

Consent Setting:

Requesting Waiver or Alteration of Consent:
Capacity to Consent:

Requesting Waiver of Signed Consent:
Parental Permission and Assent:

Documentation of Consent:

Process of Obtaining Consent/Assent

Is the process well defined?

Does this process provide sufficient time, privacy and adequate setting
for the subject to consider?

Is the individual(s) obtaining consent/assent suitable?

Are issues of the subject’s comprehension and autonomy considered?

Notes (if any):

Signature
PIL:

Department Chairperson:

Other Study Materials

Are all applicable materials attached to the submission

(e.g., recruitment flyers, questionnaires, medical history forms, etc.)?
Should the protocol be reviewed more often than once per year?

Are there any notable conflicts of interest?

For studies that involve collaborating institutions or investigators,

has the correct paperwork been submitted?

Yes

O

Yes

d

No

O

No

O

N/A

O

N/A

O

REVIEWER’S FINAL ASSESSMENT/OPINION

Approval U

Conditional [

Approval
O
Deferral O
O
O
d

Disapproval []

No changes: there is an acceptable risk/benefit ratio and protocol is

acceptable as submitted.

Minor changes needed for the informed consent document, protocol or
other study materials.
Minor clarification(s) concerning specific aspects of study or additional

information requested from PI.

There is an unacceptable risk/benefit ratio.

Protocol is poorly written or lacking significant amounts of information
regarding scientific justification, study procedures, risk reduction, etc.
It is possible that a response from the investigator could alter the risk/
benefit ratio.

There are ethical concerns which can be addressed by obtaining more

information or requiring changes in study design and procedures.

Risks significantly outweigh the benefit or value of the knowledge to be
gained.
There are significant ethical concerns or questions that deem the study

unacceptable.
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Protocol Application Checklist (Form H-III)

PI:
IRB N°:
Project Title:

Check current status below and complete the appropriate section for that option.
[0 This research is still active and being conducted according to the currently approved

procedures. Iwish to renew the IRB Approval for this study.

Complete SECTION A and SECTION C, sign and return this form.
[0 The research has never been initiated, but will be conducted according to the currently

approved procedures. [ wish to renew the IRB Approval for this study.

Complete SECTION B and SECTION C, sign and return this form.

IMPORTANT
This form is for renewal of the IRB approval of Human Subjects Research without revision. If the
research has been revised since its most recent approval, or you intend to revise the research,

submit a Request for Amendment Form to the IRB in addition to the Continuing Review.

SECTION A (for researches in progress)

1. Activity Status (choose only one)
O The research involves pre-existing records or samples only and no interaction/
intervention with participants (skip to point 5).

[0 New participant recruitment is still in progress.

O

Enrollment is closed, but participants are still undergoing study procedures.

[0 Enrollment is closed; participants have completed study procedures but are still in
follow-up.

[0 Remaining study activity is limited to analysis only with no further contact with

participants.

2. Describe any adverse events or participant complaints related to study procedures and show

how you handled each.

3. Were any of these events unexpected or more serious than expected?
O Yes O No

4. Describe any additional risks or benefits observed during the course of the study.
5. Participant/Numbers

[ 1 Numberof participants actively enrolled or records/samples being reviewed
(at present).

[ 1 Numberof participants enrolled or records/samples reviewed since most recent
approval.

[ 1 Numberof participants enrolled or records/samples reviewed since original
approval (Total).

[ 1 Numberof additional participants to be recruited or records/samples needed to
complete the study.

6. Provide a summary of your progress to date.

7. When do you expect the research to be completed?

SECTION B (For studies that have never been initiated)

1. Provide an explanation of why the research was never initiated.

2. List any additional risks that have been identified since the most recent approval.

SECTION C (for all research)

1. Informed Consent Procedures (choose only one)
[0 The remaining research procedures do not involve interaction or intervention with
human participants and/or no participants will be recruited.
[0 Twill continue to use the IRB stamped consent/permission/assent form(s) to recruit
participants without revision.

Attach an electronic copy of the approved consent/permission/assent form(s) with IRB approval stamp.
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(IRB USE ONLY):
Level of review:
Expedited (Category):
Full Board:

THE APPROVAL PERIOD IS FOR ONE YEAR ONLY
Other (Specify):

IRB Signature:

Date:

Protocol Application Checklist (Form H-IV)

PI Last Name:
Protocol Number:
Date of Meeting/Review:

Yes
For each proposed amendment, does the PI provide a rationale for
why the amendment is being made O
For each proposed amendment, does the PI address whether the proposed
amendment increases the level of risk to participants? O
SECTION I- GENERAL INFORMATION
Key Personnel Yes
Any changes to Key Personnel! O
If so, are changes, including the new researcher’s roles/responsibilities,
properly documented? O
Do the changes raise any human subjects training issues? O
Is the amendment significant enough to require a change to the study
title... or to the Study Objective? O

Notes (if any):

No N/A
O O
o O

No N/A
O O
o O
O o
O 0O

SECTION II- COLLABORATING INSTITUTIONS/FACILITIES AND OTHER IRB

REVIEWS

Yes
If new personnel are added from other institutions, is IRB approval
from that institution needed? O

Notes (if any):

No N/A

o o
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SECTION III- FUNDING
If the protocol was amended to include a new funding source...

Are the study procedures described in the protocol the same as those

described in the new grant?

If applicable, is there adequate funding in the budget to compensate
subjects as described in the protocol?

In case of new funding, is review of the source and consideration whether
an IRB Authorization Agreement, Individual Investigator Agreement,

or other IRB review needed?

Are any investigators on this protocol required to submit the
supplemental significant Financial Interest Review Form?

If Yes, identify the individual(s):

Notes (if any):

SECTION IV- HUMAN SUBJECTS

Will the number of participants change?

If so, is this reflected properly here and in the Justification of Sample
Size/Data Analysis Section?

Is there adequate justification for the increase?

Does participant selection remain equitable?

Are recruitment procedures amended?

If so, does recruitment material meet current standards?

Is permission from off-campus site required?

Are there concerns about coercion because of the changes?
Are special/vulnerable populations currently being recruited?
If so, are consent procedures still adequate?

Do study documents need to be translated?

Does the recruitment material/process meet current standards?

Notes (if any):

Yes

Yes

d

0 A [ A I B

No

No

0 A [ I I B

N/A

N/A

I A o B A

SECTION V- DRUGS/DEVICES, GENETIC TESTING, RADIATION, AND BIOLOGICAL
SAMPLES

Yes No N/A
Are biological samples currently being collected? o O 0O
If so, was approval from the biosafety office submitted? o 0O 0O
If changes were made to the amount of samples collected, is this
reflected in the study procedures and consent form? 0o 0O o
Are procedures involving use of radiation currently being used? O O 0O
If so, was approval from the radiation safety office submitted? O O O
Are the new procedures adequately documented in the procedures
section and risks identified in the risk section and reflected in the
consent form? o O O
Notes (if any):
SECTION VI- RESEARCH PLAN
Design, Procedures, Materials, and Methods Yes No N/A
Were changes made to the research design and procedures? o o o
If so, does the change impact the scientific integrity of the study? o o o
Does the amendment increase the amount of time for the participants? O 0o O
If so, was the consent form revised? O o O
Notes (if any):
Justification of Sample Size/Data Analysis Yes No N/A
Does the amendment require a change in sample size? o o o
Do data analysis procedures need to be changed as a result of the
amendment? o 0O 0O
Is the sample size still adequate to achieve meaningful results? O o O
Is there an increased likelihood of attrition? O o O

Notes (if any):
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Inclusion/Exclusion Criteria
Should the criteria be changed as a result of the amendment?
If so, were the screening procedures and consent form revised?

Is exclusion of certain participants still justified?

Notes (if any):

Risks and Inconveniences

Does the level of risk change?

If so, are the risks and procedures to minimize risk adequately
addressed?

If so, is risk greater than minimal requiring review by the full board?
If so, does the risk/benefit ratio change?

If so, was the consent form appropriately revised?

Are the risks still reasonable in relation to the benefits?

Are the risks still reasonable in relation to importance of knowledge

to be gained?

Notes (if any):

Data Safety Monitoring
Does the Data Safety Monitoring plan need to be changed because

of the amendment?

Notes (if any):

Privacy/Confidentiality
Are procedures to protect privacy and confidentiality still adequate?
If not, are changes required?

Were appropriate changes made to the consent form?

Notes (if any):

Yes

O

Yes

O0000n0d O

O

Yes

Yes

a

No N/A
O O
o O
o O
No N/A
O 0O

oodooad
OooO0do0ooad

O 0O
No N/A
o O
No N/A
O 0O
o O
o O

SECTION VII- INFORMED CONSENT
Yes No N/A

Are appropriate changes as a result of the amendment reflected in the

revised consent form?

Is there an increased need to assess capacity to consent?

Should currently enrolled participants be re-consented?

Should previously enrolled participants be re-consented?

Is the consent process still appropriate for all populations?

OoooOoooao
OoooOoooao
OoooOoooao

Does the consent form/process meet current standards?

Should participants be afforded an increased level of privacy during

consent? o 0O 0O
Are previously granted waivers of consent/signed consent still

appropriate? 0o 0O o
Can a waiver of consent/signed consent be granted now? o O o

Notes (if any):

REVIEWER RECOMMENDATIONS SUMMARY
Level of Risk

[0 Remains... or [J Has changed to...

[0 Minimal risk (the probability and magnitude of harm or discomfort are not greater than
those ordinarily encountered in daily life or during the performance of routine physical
or psychological examinations or tests)

[OJ Greater than minimal risk

Yes No N/A
Are the risks still reasonable in relation to anticipated benefits? O o O
Are the risks minimized through sound research design? O O 0O

Recommended IRB Determination (check one):
[0 Approve as submitted
Requires Modifications to Secure Approval (summarize below)

Defer (summarize below)

Oood

Disapprove (summarize below)
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LENGTH OF APPROVAL PERIOD
Continuing review of research should be conducted by the IRB at intervals appropriate
to the degree of risk and not less than once per year.

Yes No N/A
If applicable, does the amendment increase risks such that the
protocol should be reviewed more frequently? o O 0O
Are there concerns that warrant continuing review at 6 months or other
time frame? o 0O o

If so, what time frame is appropriate?

Protocol Application Checklist (Form H-V)

PI Last Name:
Protocol Number:

SECTION I- GENERAL INFORMATION

Nature of Study: Other Investigators:

Study Title: Other IRB Reviews:

Study Objectives: Collaborating Institutions:
Principal Investigator: Study Location:

SECTION II- ABSTRACT
Provide an abstract of the proposed research. The abstract should summarize the objectives of this

project and the procedures to be used with an emphasis on what will happen to the participants.

SECTION III- RISK CLASSIFICATION

What is the overall risk classification of the research?

Minimal: If the classification is minimal risk, please justify why that category is appropriate.
Greater than minimal: If the research involves greater than minimal risk, then it is not eligible

for exemption.

SECTION IV- PARTICIPANTS
Describe the participants who will be included in this research. Identify the location(s) in which

participants will be recruited.

- Indicate if any of the following will be included in this research:
Children
Cognitively Impaired
Institutionalized Persons
Prisoners
Students
Employees

Pregnant Women/Fetuses/ Neonates

Handicapped
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SECTION V- INSTRUMENTS

Describe the instruments, if any, to be used to collect data in this study:

Attach copies of all questionnaires, surveys, interview questions, etc. If the research involves
interviews that could evolve as the research progresses, include a list of discussion topics and any
“starter” questions for each topic that are reasonably expected to be covered. If a draft of a written
questionnaire or survey is attached, it should be clearly labeled as such, and a final version must

be submitted before data collection begins.

SECTION VI- CONFIDENTIALITY
Describe what identifiers will be collected for the participants. If participants will be identified,

describe the procedures in place to protect their confidentiality.

SECTION VII- PRIVACY
Explain provisions to protect privacy interests of participants. This refers to how investigators
will contact participants and/or access private information from or about participants during

and after their involvement in the research (e.g. time, place, etc. of research procedures).

SECTION VIII- CONSENT
a- Will consent be obtained from participants?
Yes. If yes, describe how consent will be obtained and documented.

No. If no, explain why this is justified.

b- If consent will be obtained, will consent be documented?
Yes. If yes, describe how consent will be documented.

No. Ifno, explain why this is justified.

Note: All of the data or materials must exist prior to proposing the research.

Please submit a signed application along with initialled supplements to the IRB office.
PRINCIPAL INVESTIGATOR: I will conduct the study identified above in the manner described.
If I decide to make any changes in the procedure, or if a participant is injured, or if any problems
occur which involve risk or the possibility of risk to participants or others, I will immediately
report such occurrences or contemplated changes to BAU Institutional Review Board.
Please print your name:

Date:

THIS SECTION IS FOR IRB OFFICE USE ONLY
IRB Protocol Number:
Reviewed by:

Informed Consent Form (English Version) (Form H-VI)

Title: [Title of the research study as it appears on the IRB application. If multiple consent forms
will be used, add subtitles to clarify the target population].

PI: [Name and BAU affiliation].

Date: [Date the form was prepared].

Purpose of Research Study

- Begin as follows:
The purpose of this research study is [describe the purpose in a way that makes the potential
value of the study clear].

- Include the following statement or an appropriate paraphrase:

We anticipate that approximately [insert number] people will participate in this study.

Procedures

- Briefly describe what the participant will be asked to do and identify any procedures that are
experimental (e.g. non-standard instructional methods).

- Give the expected duration of the participant’s participation, indicating the expected number

and duration of each session.

Risks/Discomforts

- Describe any reasonably foreseeable risks and discomforts to the participant.

- If appropriate, include the following statement:
Participation in this study may involve risks that cannot be foreseen at this time.

- For studies involving minimal risk, use the following statement, including or excluding the
material in brackets as appropriate:
The risks associated with participation in this study are no greater than those encountered in

daily life [or during the performance of routine physical or psychological examinations or tests].

Benefits

- Describe any benefits to the participant that may be reasonably expected from the research.
The description should be clear and not overstated.

- If there are no benefits to the participant, include the following statement:

There are no direct benefits to you from participating in this study.
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- Describe benefits to others that may be reasonably expected from the research, such as benefits
to other people suffering from a disorder being studied or benefits to the general public or
society. For example, in the case of general benefits accruing from advances in knowledge
about the topic under investigation, a statement such as the following might be included: This

study may benefit society if the results lead to a better understanding of [insert topic].

Voluntary Participation and Right to Withdraw
Begin with the following statements:
Your participation in this study is entirely voluntary: You choose whether to participate. If you
decide not to participate, there are no penalties and you will not lose any benefits to which you
would otherwise be entitled.
If you choose to participate in the study, you can discontinue your participation at any time
without any penalty or loss of benefits. If you want to withdraw from the study, please [explain
what the participant should do to withdraw].
- If a decision to withdraw from the study would have any significant consequences for the
participant, explain these consequences.
- If any special procedures are required for the participant’s safe withdrawal from the study,
describe these procedures.
- Include this statement, if appropriate:
If we learn any new information during the study that could affect whether you want to continue

participating, we will discuss this information with you.

Circumstances that Could Lead Us to End Your Participation
Include this section if there are specific circumstances that could lead to the participant being
taken out of the study.
Begin with these statements:
Under certain circumstances, we may decide to end your participation before you have completed
the study. Specifically, we may discontinue your participation, if [describe possible reasons for
terminating the participant’s participation (e.g. we determine that it would be unsafe for you to
continue in the study)].
- If the list of reasons is not exhaustive, add this sentence:

There may also be other circumstances that would lead us to end your participation.
- If appropriate, include this sentence at the end:

If we end your participation before you have completed the study, we will provide compensation

for your participation up to that time.

Alternatives to Participation

Include this section when (a) the participant may benefit from participating in the study and (b)
the same or similar benefits may be obtained in some other way. For example, in the case of an
educational study that provides special tutoring to participants, include this section if the same

or similar tutoring is also available to students not taking part in the study.

Describe the alternatives to participation that may confer the same or similar benefits.

Confidentiality
- Describe to what extent the confidentiality of records identifying the participant will be
maintained. For most studies, the following statement will be appropriate: Any study records
that identify you will be kept confidential. The records from your participation may be reviewed
by people responsible for making sure that research is done properly, including members
of the BAU Institutional Review Board. (All of these people are required to keep your identity
confidential). Otherwise, records that identify you will be available only to people working on
the study, unless you give permission for other people to see the records.
- Describe how the study records will be created, stored, and maintained to protect confidential
information (e.g. use of code numbers rather than participants’ names on data sheets, or
keeping records in a locked file cabinet). Some studies may require disclosure of information to

other parties. For such studies, explain what information will (or may) be disclosed and to whom.
Compensation
Describe all payments or other compensation.
If no compensation is provided, include the following statement:
You will not receive any payment or other compensation for participating in this study.
If You Have Questions or Concerns

You can ask questions about this research study now or at any time during the study, by talking to

the researcher(s) working with you or by calling [insert name and role] at [insert phone number].

If you have questions about your rights as a research participant or feel that you have not been
treated fairly, please call the BAU Institutional Review Board at 00961 1 300110 Ext. 2743.

If You are Harmed by Participating in the Study
Include this section if the research is of greater than minimal risk and research-related harm

(physical, psychological, social, financial, or other) to the participant is possible.
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If you feel that you have been harmed in any way by participating in this study, please call [insert
name and role] at [insert phone number]. Please also notify the BAU Institutional Review Board
at 00961 1 300110 Ext. 2743.

Then state whether any compensation and/or treatment is available to participants who have been
harmed and, if so, describe the compensation/treatment or indicate where further information
may be obtained. Make clear whether treatment will be provided without cost to the participant

or, instead, the participant will be required to pay.

If no compensation or treatment is available, include the following statement:
This study does not have any program for compensating or treating you for harm you may suffer

as a result of your participation.

What Your Signature Means:
Your signature below means that you understand the information in this consent form. Your

signature also means that you agree to participate in the study.

Participant’s Signature:
Date:

Signature of Person Obtaining Consent:
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Parental Permission Form (English Version) (Form H-VIII)

Title: [Title of the research study as it appears on the IRB application. If multiple consent forms
will be used, add subtitles to clarify the target population].

PI: [Name and BAU affiliation].

Date: [Date the form was prepared].

Purpose of Research Study

- Begin as follows:
The purpose of this research study is [describe the purpose in a way that makes the potential
value of the study clear].

- Include the following statement or an appropriate paraphrase:

We anticipate that approximately [insert number] children will participate in this study.

Procedures

- Briefly describe what the participant will be asked to do, and identify any procedures that are
experimental (e.g. non-standard instructional methods).

- Give the expected duration of the participant’s involvement in the research, indicating the

expected number and duration of each session.

Risks/Discomforts

- Describe any reasonably foreseeable risks and discomforts to the participant.

- If appropriate, include the following statement:
Participation in this study may involve risks that cannot be foreseen at this time.

- For studies involving minimal risk, use the following statement, including or excluding the
material in brackets as appropriate:

The risks associated with participation in this study are not greater than those encountered in

daily life [or during the performance of routine physical or psychological examinations or tests].

Benefits

- Describe any benefits to the participant that may be reasonably expected from the research.
The description should be clear and not overstated.

- If there are no benefits to the participant, include the following statement:
There are no direct benefits to your child from participating in this study.

- Describe benefits to others that may be reasonably expected from the research, such as benefits

to other people suffering from a disorder being studied or benefits to the general public or society.
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For example, in the case of general benefits accruing from advances in knowledge about the
topic under investigation, a statement such as the following might be included:

This study may benefit society if the results lead to a better understanding of [insert topic].

Voluntary Participation and Right to Withdraw

- Begin with the statements below. Include the material in brackets when appropriate given the
participants’ age and mental status.
Your child’s participation in this study is entirely voluntary: You choose whether to allow your
child to participate, [and we will also ask your child whether he or she agrees to take part
in the study]. If you decide not to allow your child to participate, [or your child chooses not to
participate], there are no penalties, and neither you nor your child will lose any benefits to
which you would otherwise be entitled.
If you [and your child] choose to participate in the study, you [or your child] can discontinue
participation at any time without any penalty or loss of benefits. If you want to withdraw your
child from the study [or your child wants to discontinue participating], please [explain what the
parent or child should do to withdraw].

- If a decision to withdraw from the study would have any significant consequences for the
participant, explain these consequences.

- If any special procedures are required for the participant’s safe withdrawal from the study,
describe these procedures.

- Include this statement if appropriate:

If we learn any new information during the study that could affect whether you [or your child]

want to continue participating, we will discuss this information with you [and your child].

Circumstances that Could Lead Us to End Your Participation
Include this section if there are specific circumstances that could lead to the participant being

taken out of the study.

- Begin with these statements:
Under certain circumstances, we may decide to end your child’s participation before he or she
has completed the study. Specifically, we may stop your child’s participation if [describe
possible reasons for terminating the participant’s participation (e.g., we determine that it
would be unsafe for your child to continue in the study)].

- If the list of reasons is not exhaustive, add this sentence:

There may also be other circumstances that would lead us to end your child’s participation.

- If appropriate, include this sentence at the end:
If we end your child’s participation before he or she has completed the study, we will provide

compensation for his or her participation up to that time.

Alternatives to Participation

Include this section when (a) the participant may benefit from participating in the study and (b)
the same or similar benefits may be obtained in some other way. For example, in the case of an
educational study that provides special tutoring to participants, include this section if the same
or similar tutoring is also available to students not taking part in the study.

Describe the alternatives to participation that may confer the same or similar benefits.

Confidentiality

- Describe to what extent the confidentiality of records identifying the participant will be
maintained. For most studies, the following statement will be appropriate:
Any study records that identify you or your child will be kept confidential. The records from
your child’s participation may be reviewed by people responsible for making sure that research
is done properly, including members of the BAU Institutional Review Board. (All of these people
are required to keep your identity and the identify of your child confidential). Otherwise,
records that identify you or your child will be available only to people working on the study,
unless you give permission for other people to see the records.

- Some studies may require disclosure of information to other parties. For such studies, explain
what information will (or may) be disclosed and to whom.

- Describe how the study records will be created, stored, and maintained to protect confidential
information (e.g. use of code numbers rather than participants’ names on data sheets, or

keeping records in a locked file cabinet).

Compensation

- Describe all payments or other compensation (e.g., extra credit in a course, transportation
reimbursement) the participant or parent will receive. Include details of payment methods or
bonuses. For example:

- If no compensation is provided, include the following statement:

Your child will not receive any payment or other compensation for participating in this study.

If You have Questions or Concerns
You [and your child] can ask questions about this research study now or at any time during the
study by talking to the researcher(s) working with you [and your child] or by calling [insert name

and role] at [insert phone number].
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If you [or your child] have questions about your child’s rights as a research participant or feel that
your child has not been treated fairly, please call the BAU Institutional Review Board at 00961 1
300110 Ext. 2743.

If You are Harmed by Participating in the Study

Include this section if the research is of greater than minimal risk and research-related harm
(physical, psychological, social, financial, or other) to the participant is possible.

If you feel that your child has been harmed in any way by participating in this study, please call
[insert name and role] at [insert phone number]. Please also notify the BAU Institutional Review
Board at 00961 1 300110 Ext. 2743.

Then state whether any compensation and/or treatment is available to participants who have been
harmed and, if so, describe the compensation/treatment or indicate where further information
may be obtained. Make clear whether treatment will be provided without cost to the participant
or, instead, the participant will be required to pay.

If no compensation or treatment is available, include the following statement:

This study does not have any program for compensating or treating your child for harm he or she

may suffer as a result of his or her participation.

What Your Signature Means

Your signature below means that you understand the information in this consent form. Your
signature also means that you agree to allow your child to participate in the study. [Your child’s
signature indicates that he or she agrees to participate in the study].

By signing this consent form, you [and your child] have not waived any legal rights your child

otherwise would have as a participant in a research study.

Child’s Name: Date:
Child’s Signature (if applicable): Date:
Signature of Parent: Date:
Signature of Second Parent (if required): Date:
Signature of Legal Guardian (if applicable): Date:
Signature of Person Obtaining Consent: Date:

(Investigator or IRB-Approved Designee)

Witness to Consent Procedures (if required by IRB): Date:
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Assent Form (English Version) (Form H-X)

(Under the age of 18 years in social/behavioral studies)

Title: [Title of the research study, as it appears on the IRB application. If multiple consent forms
will be used, add subtitles to clarify the target population].

PI: [Name and BAU affiliation].

Date: [Date the form was prepared].

We want to tell you about a research study we are doing. A research study is a way to learn more
about something. We would like to find out more about [insert topic and describe goals in simple
language]. You are being asked to join the study because [insert name of condition or other reason(s)
for inclusion].

If you agree to join this study, you will be asked to [describe procedures, (e.g. questionnaires,
activities) in words a child would know and understand. Also, include number of visits and time
frame in words easily understood by a child].

Describe possible risks (e.g., discomforts) in simple language.

Use any of the following statements that are appropriate: We do not know if being in this study will
help you. We expect that the study will help you by [describe how]. We may learn something that
will help other children with [insert name of condition or topic under investigation] someday. This
study will help us learn more about [topic under investigation].

You do not have to join this study. It is up to you. You can say okay now and change your mind later.
All you have to do is tell us you want to stop. No one will be mad at you if you don’t want to be in the
study or if you join the study and change your mind later and stop.

Before you say yes or no to being in this study, we will answer any questions you have. If you join the
study, you can ask questions at any time. Just tell the researcher that you have a question.

If you want to be in this study, please sign your name. You will get a copy of this form to keep.

Sign your name here:

Date:
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Research Project Final Approval Letter (Form H-XII)

Acceptance Number:
Journal Name:

Date:

Dear

By signing this form, we declare that:

Human subjects in the research titled hereafter were treated in accordance with the regulations
and guidelines stipulated by the Institutional Review Board (IRB) at Beirut Arab University,
Lebanon.

Research Title:

Main Correspondant Name:

Sincerely,

IRB Chairperson /Coordinator:

Date:




BAU InstiTuTiONAL REVIEW BOARD

Forms

Project Information Form - Research Involving Animals

(Form A-I)

Application Number:

Reviewed By:

Form Type: [0 Original 0 Amendment

TITLE OF PROJECT/COURSE

INVESTIGATOR(S)
Title:
Name:
Qualifications:
Designation:
Place of Work:
Address:
Contact Number:
Email Address:

Signature:

Date Received:

IRB-IACUG Meeting Date:

[0 Principal Investigator [0 Co-investigator [0 Supervisor

Title:

Name:
Qualificat Ions:
Designation:
Place of Work:
Address:
Contact No.:
Email Address

Expected date of the experiment

Start:

End:

Has ethical review for this study been requested earlier from IRB or another committee?
O Yes* O No

*Where:

*When:

*Result:

Objectives of the research/course:

In the case of a collaborative project, please list cooperation partner(s) and affiliation:

Animal species used:
Species
Number of Females

Number of Males

Animal source:

Place of performing the experimental part:

Briefly describe the experiment procedures:

Please report any expected problems:

- Any change of the above information and an amendment form must be attached and approved
by the committee within 30 working days.

- By signing this form, we declare that we have carefully read, understood, and accept to abide
by the general guidlines.

Correspondant Name:

Correspondant Signature:

Date :
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Project Information Form - Final Decision (Form A-II)

FOR OFFICIAL USE ONLY

The final decision is based on

Are all doccuments provided: Yes No N/A
O o 0O
Comments:
Scientific Validity Yes No N/A
1- Will the study lead to improvements in human wellbeing
or increase knowledge? O O 0O
2- Can the intervention method studied be practically implemented? O O O
3- Has the research protocol been approved by a competent body? O o od
4- Are the objectives stated clearly? o 0O 0O
5- Is the study design appropriate in relation to the objectives? U o O
6- Is the study designed using accepted principles, methods
and practices? O O 0O
7- Is there a plausible data analysis plan? O O O
8- Are the investigators’ qualifications, competence and
experience appropriate to conduct the study? o 0O 0O
9- Are the facilities at the site adequate to support the study? o o o
Assessment of/Benefits/Risks Yes No N/A
1- Are the researcher’s qualifications, competence, and experience
suitable to ensure safe conduct of the study? o O 0O
2- Is the justification of predictable risks and inconveniences
weighted against the anticipated benefits for the research
participant and the concerned communities adequately? o o o
3- Is the site, including support staff, facilities and emergency
procedures, adequate? O O O

4- Have adequate provisions been made for safety monitoring

and termination of the research project? o 0O 0O

Project Compliance with the IACUC Requirements Yes No N/A
1- Does the experiment design comply with the Animal Welfare Act,

the Canadian Council on Animal Care requirements, and related

laws and international standards? o oo 0O
2- Is the designated method of animal killing appropriate? [ I I
3- Are the procedures of sample storage and disposal adequate? O o o

Responsibilities of the Researcher Yes No N/A

1- Are there any conflicts of interest, including payments

and other rewards? o oo 0O
2- Are there any other ethical / legal/ social/financial issues

in the study? o o o

Additional Comments:

Recommendation:

O Approve

Name of Reviewer:

Signature:
Chairperson:
Signature:

Date:

[0 Reject

[0 Conditional Approval (please state the conditions)
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Project Information Form - Completion of Research
(Form A-III)

Application Number:
Date Received:
Reviewed By:

IRB Meeting Date:

TITLE OF PROJECT AND PLACE OF IMPLEMENTAION

INVESTIGATOR(S)

[0 Principal Investigator [0 Co-investigator [0 Supervisor

Title:

Name:
Qualifications:
Designation:
Place of Work:
Address:

Contact Number:
Email Address:

Signature:

Duration of the Experiment

From: To:

Were any problems encountered in the following areas?

Study Design LI Yes 0 No
Ethics L] Yes [J No
Finance [ Yes [0 No
Facilities and Equipment I Yes 0 No

If yes, please summarise the problems encountered.

Please provide a one-page summary of the project outcomes

- In case of any change in the above information, an amendment form must be attached and
approved by the committee within 30 working days.

- By signing this form, we declare that we have carefully read, understood, and accept to abide
by the general guidlines.

Correspondant Name:

Correspondant Signature:

Date :
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REFERENCES

Research PrOjeCt Final Approval Letter (FOI'm A'IV) 1- |n’remo’fiono| Ethical Ggidehnes for Bion'ﬂedicod Research Involving Human Subjects, 2002,
2- The Universal Declaration of Human Rights.
3- The International Covenant on Civil and Political Rights.
Acceptance Number: 4~ The Council for International Organizations of Medical Sciences.
5-  The World Health Organization.
6- UNAIDS Guidance Document on Ethical Considerations in HIV Preventive Vaccine Research.
Date: 7- Universal Declaration on Bioethics and Human Rights (19 October 2005).
8- Lebanese Act no. 72-9/9/1983 Welfare Act: Protection and Treatment of Mentally Il Patients.

9-  Lebanese Act no. 673-16/3/1998 Narcotic Drugs and Psychotropic Substances and Precursors.

Journal Name:

Dear 10- Lebanese Act no. 220-29/5/2000 Rights of Mentally Handicapped in Lebanon.

- Lebanese Act no. 574-11/2/2004 Patients” Rights and Informed Consent.

12- Animal Welfare Act of August 24, 1966 and its Amendments (1970-2008).

13- Canadian Council on Animal Care (CCAC) Publication: Guide to the Care and Use of Experimental

Animals Vol. 1, 2nd Edition, 1993.

14- Bridgewater State University
By signing this form, we declare that: https://my bridgew.edu/departments/IRB/Shared%20Documents/Meeting%2OProcedures%20
Animal care and handling for the research titled hereafter were performed in accordance with 7-14-2011 pdf

the regulations and guidelines stipulated by the Institutional Animal Care and Use Guidelines

(TACUG) at Beirut Arab University, Lebanon.

Research Title:

Main Correspondant Name:

Sincerely,

IRB Chairperson /Coordinator:

Date:









