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SECTION |
REQUIREMENTS OF THE RESEARCH COMMITTEE

1. GENERAL REQUIREMENTS

1.1 Purpose / Background

This policy establishes the authority of the Hamad Medical Corporation (HMC)
Research Committee (RC). The RC is charged with a twofold mission: (1) to determine
and certify that all projects reviewed by the RC conform to the regulations and policies
set forth by the Qatari laws and by the principals of the Belmont Report regarding the
health, welfare, safety, rights, and privileges, and privacy of human subjects in
Research; and (2) to assist investigators in conducting ethical Research which
complies with the set forth regulations in a way that permits safe accomplishment of
the Research activity.

1.2 Policy

It is the policy of the HMC that human research activities conducted under the
oversight of the Corporation will be conducted in accordance with Qatari law and
regulations, the principles of the Belmont Report and the local RC requirements as
stated in below in Il of this section. Belmont Report articulates the basic ethical
principles that guide the conduct of research with human subjects according to
predefined three principles, which are basic to the protection of human subjects: (1)
‘respect”, in this context, investigators are required to seek voluntary, written informed
consent for potential subjects. Voluntary informed consent means that subjects are
given explicit assurances of the voluntary nature of their participation in terms that are
easy to understand and assure subjects that they are not under pressure to participate
in the proposed

Research; (2) “beneficence”, the principle of beneficence requires that researchers
maximize the potential benefits to the subjects and minimize the potential risks of
harm. Direct benefits to subjects, or indirect benefits in the form of generalized
knowledge gained from the research, should always outweigh the risks; and (3)
“‘justice”, the principle of justice means that subjects are selected fairly and that the
risks and benefits of Research are distributed equitably to all. Investigators should take
precautions not to systematically select subjects simply because of the subjects’ easy
availability, their compromised position, or because of social, racial, sexual, economic,
or cultural biases institutionalized in the society.

The HMC authorizes the RC of the Corporation to review and have authority to:

1. Approve, modify (to secure approval), or disapprove all human research
conducted at the HMC,

2. Suspend or terminate research not conducted in accordance with the
regulations, statutes and principles or RC's requirements mentioned above or
that has been associated with unexpected serious harm to subjects,

3. Observe, or to have a third party observe, the consent process,

4. Observe, or have a third party observe, the conduct of the research, and
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5. Serve as the Privacy Board for the HMC that approves waivers of authorization
in accordance with protection of medical information rules.

Research covered by this policy that has been approved by the RC may be subject to
further appropriate review and approval or disapproval by officials of the HMC.
However, those officials may not approve the research if the RC has disapproved it.

1.3 RC Requirements

= All research that is to be conducted in human at Hamad Medical Corporation
must be submitted to Medical Research Centre for review by the Research
Committee (RC).

= No research in human subjects can be initiated without the approval of RC
(unless specifically categorized as exempted from Research Committee
review).

= The period of approval will be indicated in a written communication from the
Office of Medical Research to the Contact Principal Investigator.

= |t is important to note that the RC approves a project only for a maximum
period of 365 days.

= To renew and request for extension of the project period of a project, the
Investigator must submit a progress report to the Research Committee for
review and renewal of approval by the RC.

» It is the responsibility of the Principal Investigator to provide a progress report
on time for uninterrupted RC approval.

= Progress reports must be submitted at least one month prior to the date that
approval terminates.

= |n the progress report, it is essential that investigators indicate whether or not
the application includes any modification in the research protocol and / or the
consent form.

= All progress reports must be accompanied by a copy of the consent form that
will be utilized during the requested period of the renewal.

= Scientific and ethical issues will be evaluated by the RC.

» Human subject is defined as an individual about whom an investigator obtains
(1) data through intervention or interaction with the individual, or (2) identifiable
private information (e.g., medical records).

= In reviewing research protocols involving human subjects, the REC considers
the expertise and experience of the investigators to be a major indicator that
risks to the subjects will be minimized and benefits from the study maximized.

= The RC encourages the principal investigators to include co- investigators who
are knowledgeable and experienced in the performance and evaluation of
procedures to be used in the research.
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= The co investigators should have an active role in developing the research
proposal and they must assume responsibility for the accuracy and
appropriateness of those parts of the proposal related to their particular
expertise.

= They are responsible to have knowledge of all study procedures including the
risks and benefits. (This information is provided to subjects as part of the
informed process).

» To document the acceptance of this responsibility and the agreement to
participate in the study once it is approved, each co investigator must sign the
Investigator’s Assurance Form.

= Principal Investigators are urged to consult with the appropriate Co -

investigators early in the process of protocol development and arrange to
obtain the required signature before the application is submitted to the MRC.

1.4 Policy and Procedures for the Ethical Conduct and Reporting of

Research

1.4.1 General Provisions

1.4.1.1 Definitions

a. “Research” means all scholarship, creative activity, program evaluation, and other
research, including without limitation, Empirical Research.

b. “Empirical Research” means Research that is designed to generate knowledge of
objectively measurable phenomena.

c. “Principal Investigator, PI” anyone with a formal relationship with the HMC can
act as a Principal Investigator (Pl)/Program Director (PD) on an approved research
project. That relationship can be as a professional staff such as physician or
pharmacist; postdoctoral fellow or student. The individual must also meet all of the
agency guidelines for eligibility in extramurally funded research grants. If an individual
is not a permanent employee of the HMC, the term of appointment must be sufficient
in length to complete the proposed project. Such individuals must obtain formal
approval by the appropriate chair and/or dean to submit the application in the name of
the HMC with assurances that adequate resources and supervision will be available
for the project to be successful should it be approved/ funded by the RC.

d. “Human subjects” are defined in the “Common Rule” as “living individuals about
whom an investigator (whether professional or student) conducting Research obtains
(1) data through intervention or interaction with the individual, or (2) identifiable private
information.”

1.4.1.2 Applicability
The goal of this Policy and procedures is to establish a basic standard of honesty for

all Research conducted, and all grant proposals submitted, by or under the supervision
of PI's from the HMC.
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1.4.2 Standards for Designing and Conducting Research

Guidelines. Research should be undertaken only when it offers the opportunity to
advance knowledge. The undertaking of “trivial” studies primarily for the purpose of
yielding numerous and rapid scholarly results should be discouraged in favour of more
substantial studies that yield fewer, but more important, scholarly results. For large
Research projects that meet the mentioned definition of Empirical Research, it is
crucial that PI's and/or supervisors ensure that every member of the project (co-
investigator or otherwise) adhere to ethical standards. PI’'s and/or Research directors
(and even department and unit heads) often share responsibilities with the
investigators of record for the ethical conduct to Research. For Empirical Research
projects, the retention of primary data, data analyses, and information leading to the
results of the Empirical Research presents an additional set of issues. In many cases
of alleged academic and scientific misconduct, a common concern is the absence of a
complete set of verifiable data. The retention of accurate records easily retrieved is of
utmost importance for the progress of scholarly and scientific inquiry. Errors within
records and missing records may be mistaken for misconduct. Statistics used in the
conduct of Research should be appropriate to the study, and the original data must be
recorded, preserved, and made accessible to the RC on request. Data is defined as
information that is generated in or as a result of empirical research activities and
recorded in any tangible or electronic medium, including without limitation laboratory
notebooks and worksheets, memoranda, notes, clinical protocols, computer
databases, computer images, and all other records.

1.4.3 Standards of Reporting of Research Results “Publication”

Guidelines. Although there is some disagreement about the particulars, certain
publication practices are widely regarded as unethical. One of the leading antecedents
for unethical behaviour is the pressure to publish. Early career investigators in
particular, but not exclusively, may yield to this pressure as a result of the tendency for
promotion. Some assume that publication in peer-reviewed journals perceived as
"prestigious" automatically satisfies the requirement for quality. Journal editors and
referees, on the other hand, are admittedly often not in the best position to detect
deceptive and careless research and reporting practices that could adversely affect the
perceived quality of a paper. Some of the most celebrated cases of scientific fraud
have involved hundreds of publications in "prestigious" journals many of which were
subsequently proved to be fraudulent. Practically all of this fraudulent activity was
ultimately detected, however, not by the journals, but either by the institutions of origin
or by other scientists interested in the Research. Certain practices that make it difficult
for reviewers and readers to follow a complete experimental sequence are:

a. Rapid publication of data without adequate tests of reproducibility or
assessment of significance, or the publication of fragments of a study,
and the submission of multiple manuscripts differing only slightly in
content.

b. Spread the results out over multiple publications merely, or even
primarily, to “pad” his or her vitae or Research productivity effort.

The issue of authorship as it relates to Research reporting involves certain unique
ethical considerations. In general, authorship and order of authorship should be
tentatively decided before the paper is written, and reconsidered as necessary.
Authorship should reflect only substantive contributions to the work. Each author
should have participated sufficiently in the Research to be able to take public
responsibility for, and to defend, the content of the paper that falls within his or her
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specialty area. In other words authorship in publication is solely responsibility of
principal investigator and requires substantial participation and involvement in
conception and design, data analysis and interpretation, drafting the article or revising
it critically and finalizing the manuscript of the study to be published. Whereas,
contributing solely to the acquisition of funding or the collection of data does not justify
the authorship.

1.4.3.1 General Standards for Research Results Reporting

a. Definitions. As used in this subsection

1. “Publication” (and “publishing” when used as a verb) includes any
presentation of information to a person not involved in the Research,
regardless of whether such presentation occurs in writing, orally, or in
electronic format. Without limiting the foregoing, publishing includes published
books and articles, speeches, interviews, and grant applications.

2. “Plagiarism” occurs when one purposefully suggests, by either an active
representation or a failure to disclose, that another’s work or idea is one’s own.
However, plagiarism does not include a simple failure to name the source of a
work or idea in which it is clear from the context that one is not claiming the
work or idea as one’s own.

3. “Fabrication of data” occurs when one knowingly or recklessly reports data
that is forged (whether by the person reporting or another), and

4. “Falsification of data” occurs when one knowingly or recklessly reports data
that has been altered from its raw form in a misleading manner (whether the
distortion was made by the person reporting or another).

b. Under no circumstances shall a person publishing material related to Research
engage in (i) plagiarism, (ii) fabrication of data, or (iii) falsification of data.

c. All claims and conclusions made in connection with publishing Empirical Research
shall be supportable by the data.

1. An investigator shall not publish the same results, or results that represent only
an insignificant modification of an original publication, in more than one written
publication without acknowledging the earlier publication or publications. The
prior sentence will not apply to abstracts and grant applications, unless an
acknowledgment is required by the granting party.

2. An investigator must often determine whether the results of a given Research
project should be published in one publication or divided into multiple
publications. In making that choice, the investigator shall make an honest
evaluation, from the point of view of others in the discipline, of how the results
can be presented most effectively.

1.4.3.2 Authorship

a. Only individuals who have made a significant, substantive contribution (including
data analysis) to a publication shall be named as author. Without limiting the foregoing,
the following relationships do not, in themselves, warrant authorship:

1. Financial and/or material support,

2. Routine technical assistance,
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3. Collection of data, and

4. Furnishing research space.
b. Order of authorship for a publication shall be determined in accordance with the
standard prevailing in academic disciplines.
c. Notwithstanding subsection b, with respect to a student pursuing dissertation that
fulfils the degree requirements of an affiliated academic institution, the degree
candidate shall always receive first authorship. If the candidate completes all
obligations except for preparing a manuscript, decisions regarding authorship of any
ensuing publication shall be made after consultation with co-authors, the candidate’s
committee or advisors, and the Department Chair.
d. In the case of multiple authorship listed in any given paper, each co-author will
share collective responsibility for the entire publication.

Reference: Please check HMC Intranet web portal: _http://intranet/deptportal/show _news.asp

1.4.3.3 HMC and Other Policies

All Research shall be designed, conducted, and reported in full accordance with all
other policies of the HMC and granting agencies that may apply, including the Conflict
of Interest Policy, Intellectual Property Policy, and polices dealing with the protection
and welfare of human and animal subjects.

1.4.3.4 Unanticipated Problems Involving Ricks to Research
Subjects and Others

1.4.3.4.1 Purpose /Background

This policy establishes the reporting requirements and the types of unanticipated
problems that a Hamad Medical Corporation (HMC) principal investigator or designee
must report to the Research Committee (RC) to ensure prompt reporting of
unanticipated problems involving risks to Research subjects or others.

1.4.3.4.2 Definitions

a. Adverse event: Any untoward or unfavorable medical occurrence in a human
subject, including any abnormal sign (for example, abnormal physical exam or
laboratory finding), symptom, or disease, temporally associated with the subject’s
participation in the research, whether or not considered related to the subject’s
participation.

b. External adverse event: From the perspective of one particular institution
engaged in a multi-center clinical trial, external adverse events are those adverse
events experienced by subjects enrolled by investigators at other institutions engaged
in the clinical trial.

c. Internal adverse event: From the perspective of one particular institution engaged
in a multi-center clinical trial, internal adverse events are those adverse events
experienced by subjects enrolled by the investigator(s) at that institution. In the
context of a single-center clinical trial, all adverse events would be considered internal
adverse events.

d. Adverse event possibly related to the research: There is a reasonable possibility
that the adverse event, incident, experience or outcome may have been caused by the
12 HAMAD MEDICAL CORPORATION
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procedures involved in the research.

e. Serious adverse event: Any adverse event temporally associated with the
subject’s participation in research that meets any of the following criteria:

e Results in death;

Is life-threatening (places the subject at immediate risk of death from the event
as it occurred);

Requires inpatient hospitalization or prolongation of existing hospitalization;
Results in a persistent or significant disability/incapacity;

Results in a congenital anomaly/birth defect; or

Any other adverse event that, based upon appropriate medical judgment, may
jeopardize the subject’s health and may require medical or surgical intervention
to prevent one of the other outcomes listed in this definition (examples of such
events include allergic bronchospasm requiring intensive treatment in the
emergency room or at home, blood dyscrasias or convulsions that do not result
in inpatient hospitalization, or the development of drug dependency or drug
abuse.

f. Unanticipated problem involving risks to subjects or others: Any incident,
experience, or outcome that meets all of the following criteria:

e unexpected (in terms of nature, severity, or frequency) given (a) the research
procedure(s) that is/are described in the protocol-related documents, such as
the RC-approved research protocol and informed consent document; and (b)
the characteristics of the subject population being studied;

e related or possibly related to a subject’s participation in the research; and

e Suggests that the research places subjects or others at a greater risk of harm
(including physical, psychological, economic, or social harm) related to the
research than was previously known or recognized.

If the answer to all three questions is yes, then the adverse event is an anticipated
problem and must be reported to the RC.

g. Unexpected adverse event: Any adverse event occurring in one or more subjects
in a research protocol, the nature, severity, or frequency of which is not consistent with
either:

e The known or foreseeable risk of adverse events associated with the
procedures involved in the research that are described in the protocol-related
documents, such as the RC-approved research protocol, any applicable
investigator brochure, and the current RC-approved informed consent
document, and

o other relevant sources of information, such as product labeling and package
inserts; or the expected natural progression of any underlying disease,
disorder, or condition of the subject(s) experiencing the adverse event and the
subject’s predisposing risk factor profile for the adverse event.
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1.4.35 Policy

HMC'’s principal investigator or designee must promptly report any of the following
events to the RC:

e Unanticipated problems, including serious adverse events related to a drug or
device (whether occurring on-site or reported to the investigator by a sponsor
or other site), which in the opinion of the principal investigator are:

o unexpected,

o related or possibly related to participation in the research, and

o The research places subjects or others at a greater risk of harm than
was previously known or recognized.

o Problems that required prompt reporting to the sponsor or funding agency,

e Accidental or unintentional change to the RC approved protocol that involved
risks to subject or others, or that has the potential to recur,

e Changes to the protocol taken without prior RC review to an eliminate apparent
immediate hazard to a research subject,

¢ Information (publication in the literature, safety monitoring report, interim resuilt,
or other finding) that indicates a change to the risks or potential benefits of the
research,

o DSMB summary reports that indicate a change to the risks or potential benefits

of the research,

Breach of confidentiality of research data,

Incorrect labeling of study medication/test article,

Incorrect dosing of study medication/test article,

Study medication/test article accountability discrepancies that trigger a study

subject to be withdrawn from a study,

e Breach of privacy/confidentiality/data security/loss of study data/destruction of
study data due to noncompliance,

¢ Unauthorized use or disclosure of protected health information,

e Subject complaints that indicate an unanticipated risk, or that cannot be
resolved by the research staff,

e Incarceration of a subject while participating in research,

e Suicide attempt related to participation in a research study,

e Death of a healthy volunteer while participating in research or within 30 days of
participation,

e Injury (needle stick, drug ingestion, chemical exposure, etc.) of study personnel
related to preparation or administration of study drug,

¢ Unanticipated adverse device effect, or

e Any other event which in the opinion of the principal investigator was:

o unexpected,

o related or possibly related to participation in the research, and

o the research places subjects or others at a greater risk of harm than
was previously known or recognized.

1.4.3.6 Procedure for Policy

The principal investigator will report to the RC using the reporting process described in
the forms link on the Medical Research Centre website. Death/Serious adverse event
requires reporting to the RC within 24 hours by phone. Principal investigators may also
report events by email or letter by providing the same information as requested in the
Report Form.
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If, in response to the report, the RC chair/ RC member/designated RC alternate,
conducting the initial review, believes that immediate action is needed to ensure
research subject safety; the reviewer may request that the investigator suspend
research procedures or take action to suspend research procedures pending
discussion of the event at the next convened meeting of the RC. Suspensions
suggested by the reviewer, and in concurrence with the RC chair, will follow RC
policies and procedures regarding suspensions.

Each report will have initial review by a primary reviewer (usually RC chair/ RC
member/designated RC alternate).

In a case of suspended research procedures pending discussion of the event at the
next convened meeting of the RC the reviewer will provide the following documents to
the RC meeting:

A copy of the event report and all attachments provided by the investigator,
A copy of the protocaol,

A copy of the current informed consent, and

Any other material that the RC staff believes relevant to the event.

1.4.3.7 Genetic Research and Practice

l. Purpose/ Background:

Genetic scientific enquiry is powerful tool involving the study, pursuit and application of
research. The possibility of human benefit from this tool may be subject to the
possibility of contingent or inadvertent harm caused by a breach of values. This
section embraces international viewpoints together with the values and heritages
enshrined in the State of Qatar to place the ethics of genetic research and practice
within the State of Qatar framework.

Il. Definitions

a. Gene therapy: essentially involves the practice or research related to
two groups of cells - somatic cells and germ-line cells. i) a germ-line cell
is a cell which, during the first few weeks after conception, is put aside
in the embryonic sex organs to provide, possibly decades later, ova or
sperm. ii) a somatic cell is any body cell except a germ-line cell. Genes
which are carried by germ-line cells may be transmitted to offspring and
successive generations. Genes which are carried by somatic cells have
their role in the corporate life of those cells within the tissues and
organs of the individual whom they endow.

So far as is known, an alteration to the genes of somatic cells will affect only that
individual, but an alteration to the genes of germ-line cells might affect offspring and
successive generations, and therefore gene therapy practice or research related to
germ-line cell are not embraced.

b. Genetic Screening: a search in a population to identify individuals who
may have, or be susceptible to, a serious genetic disease, or who,
though not at risk themselves, as gene carriers may be at risk of having
children with that genetic disease. Genetic screening programmes play
a useful part in public health care systems in identifying potentially
serious risks that can be prevented by timely treatment. Testing allows
couples the possibility of making informed choices about parenthood
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and, possibly, in identifying genetic susceptibility to common serious
diseases. Three goals have been identified for genetic screening:

1. To contribute to improving the health of persons who suffer from genetic disorders;
2. To allow carriers for a given abnormal gene to make informed choices regarding
reproduction; and

3. To move towards alleviating the anxieties of families and communities faced with
the prospect of serious genetic disease.

c. Genetic Testing: the analysis of a specific gene, its product or function,
or other DNA and chromosome analysis, to detect or exclude an
alteration likely to be associated with a genetic disorder, and leads to
definitive diagnosis in individuals. Individuals may desire testing where
there is a family history of a specific disease, if they exhibit symptoms of
a genetic disorder; or if they are concerned about passing on genetic
disorders to their children. In addition, genetic testing in individuals is
used as a 'fingerprint' in forensics. The areas of focus for genetic testing
at present are thus carrier and susceptibility testing, prenatal diagnosis,
newborn testing, and forensic testing.

d. Genetic Counselling: Genetic counselling is the provision of accurate,
full and unbiased information that individuals and families require to
make decisions in an empathetic relationship that offers guidance and
assists people to work towards their own decisions

1.4.3.8 Policy of Gene Therapy

Any proposal to conduct Somatic gene therapy should be subject to approval following
authoritative ethical review, which includes critical scrutiny of its medical and scientific
merit, religious and the legal implications, and wider public concerns. It should also be
subject to the following conditions as prerequisites to Somatic gene therapy research:
a. There must be sufficient scientific and medical knowledge, together with knowledge
of those proposing to undertake the research, to make sound judgements on:

1. The scientific merit of the research;

2. Its probable efficacy and safety;

3. The competence of those who wish to undertake the research;

4. The requirements for effective monitoring.

b. The clinical course of the disorder must be known sufficiently well for the
investigators and those entrusted with counselling to:

1. Give accurate information and advice;

2. Assess the outcomes of therapy.

1.4.3.9 Policy of Genetic Research

Every individual undergoing either genetic screening or genetic testing has the right to
be fully informed of the results concerning a suspected disorder. A difficulty arises
when an individual is to be informed of results that are "unexpected, unwanted, and
have not been covered by consent. For example, a sex chromosome abnormality may
be revealed when carrying out prenatal testing for Down's syndrome or a different
inherited disease may show up on a test designed for another purpose. Unexpected
information can present ethical dilemmas for which there are no easy answers, or
indeed correct answers. The information which is to be given to any patient undergoing
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genetic screening should include:

1. The seriousness of the condition to which the genetic disorder may give rise
and how variable its effects are;

2. The therapeutic options available;

3. How the disorder is transmitted, the significance of carrier status and the
probability of development of the serious genetic disease;

4. The reliability of the screening procedure and the results of the test;

5. Information detailing how the results of the screening test will be passed on to
the patient, and what will be done with the samples;

6. The implications of a positive result for their future and existing children and for
other family members;

7. A warning that the screening test may reveal unexpected and awkward
information; for example, about paternity.

In genetic counselling, the following ethical principles should be applied:

a. respect for persons, families and their decisions according to the
principles underlying informed consent;

b. preservation of family integrity;

C. full disclosure to individuals and families, of accurate, unbiased
information relevant to health;

d. protection of the privacy of individuals and families from unjustified
intrusions by employers, schools, and third parties;

e. informing families and individuals about possible misuses of
genetic information by institutional third parties;

f. informing individuals that it is their ethical duty to tell blood relatives
of the genetic risks to which they may be exposed;

g. informing individuals about the wisdom of disclosing their carrier

status to a spouse if children are intended, and the possibility of
harmful effects on the marriage from non-disclosure;

h. informing people of their moral duty to disclose a genetic status
that may affect public safety;

i unbiased presentation of information, insofar as this is possible;

j- adopting a non-directive approach, except when treatment is
available, although the person being counselled may still decline
treatment;

k. involving children and adolescents whenever possible, in decisions

affecting them;
l. observing the duty to re-contact if appropriate and desired

In the context of genetic screening, where large numbers of tests are undertaken, this
may be recorded in the form of a genetic register or similar database. Special
consideration should be given to the implications for security of these grouped results.

A register may be defined as a systematic collection of relevant information on a group
of individuals. Genetic registers record information on individuals with specific genetic
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disorders, and may include relatives at risk of developing or transmitting the condition.
The information may be recorded by hand, or may be held on computer. Genetic
registers may be set up for a variety of reasons, including research on the disorder, the
effective provision of services to those on the register, and the systematic offer of
genetic counselling to family members. The amount and type of information recorded
varies greatly, as does the presence of identifying details.

There are several general ethical issues concerning genetic registers. Here we outline
issues relating to genetic screening. They should be seen against the background of
the following points:

1. A genetic register may be the starting point for genetic screening; for example, the
systematic testing of relatives of individuals with fragile X syndrome or Duchenne
muscular dystrophy;

2. Genetic screening may also be based on a register not specifically genetic in its
basis; for example, registers of specific cancers or of those with severe learning
difficulties;

3. a genetic register may be the product of a genetic screening programme; for
example, a register of carriers of cystic fibrosis or sickle cell disease in a population
screened for the purpose.

It is essential to obtain individuals' consent before placing their names on a register. It
is also important that individuals know that they are on the register, and what use will
be made of the information.

Consent of individuals to long-term storage of information resulting from genetic
screening is mandatory. However, if this is to form the foundation of a genetic register,
separate and specific consent should be sought for subsequent tests or other
measures, also for further use which may generate financial benefits for the
investigator.

Confidentiality of all medical information is essential, and this is particularly the case
with genetic registers, which may contain highly sensitive and potentially identifiable
data on large numbers of individuals with, or at risk of, serious genetic disorders.
Access to this information should be restricted to only those specifically responsible for
a register, and the removal of identifying information when data are used for research
purposes.

Reference: Please check HMC Intranet web portal: _http://intranet/deptportal/show news.asp

2. REQUIREMENTS FOR INFORMED CONSENT

Listed below are the basic elements and additional elements that are to be provided to
each research subject.

2.1 Basic elements of informed consent that must be provided to each
subject

1. A statement that the study involves research, an explanation of the purposes of
the research and the expected duration of the subject's participation, a
description of the procedures to be followed, and identification of any
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procedures which are experimental;
2. A description of any reasonably foreseeable risks or discomforts to the subject;

3. A description of any benefits to the subject or to others, which may reasonably
be expected from research;

4. A disclosure of appropriate alternative procedures or courses of treatment, if
any, that might be advantageous to the subject.

5. A statement describing the extent, if any, to which confidentiality of records
identifying the subject will be maintained;

6. For research involving more than minimal risk, an explanation to whether any
compensation and an explanation as to whether any medical treatments are
available if injury occurs and, if so, what they consist of, or where further
information may be obtained;

7. An explanation of whom to contact for answers pertinent to questions about the
research and research subject’s rights, and whom to contact in the event of a
research related injury to the subject; and

A statement that participation is voluntary, refusal to participate will involve no penalty
or loss of benefits to which the subject is otherwise entitled and the subject may
discontinue participation at anytime without penalty or loss of benefits to which the
subject is otherwise entitled.

2.2 Additional elements of informed consent, which must be
provided to each subject, when appropriate

1. A statement that the particular treatment or procedure may involve risks to the
subject (or to the embryo or fetus, if the subject is or may become pregnant)
which are currently unforeseeable.

2. Anticipated circumstances under which the subject’s participation may be
terminated by the Investigator without regard to the subject’s consent.

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

4. The consequences of a subject’s decision to withdraw from the research and
procedures for orderly termination of participation by the subject.

5. A statement that significant new findings developed during the course of the
research which may relate to the subject’s willingness to continue participation
will be provided to the subject.

6. The approximate number of subjects involved in the study.
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SECTION Il
ETHICAL CONSIDERATIONS

1. RULES AND REGULATIONS

The Research Committee must determine that all of the following requirements are
satisfied before it can approve the initiation of research in human subjects.

1) Risks to subjects are minimized:

a. By using procedures which are consistent with research design and
procedure which minimize a participant’s risk.

b. Whenever appropriate, by using procedures already being performed
on the participant for diagnostic or treatment purposes.

2) Any risks to subjects are reasonable in relation to anticipated benefits, and the
importance of the knowledge that may be reasonably expected to result. In
evaluating risks and benefits, the RC should consider only those risks and
benefits that may result from the research (as distinguished from risks and
benefits of therapies subjects would receive even if not participating in the
research). The Research Committee should not consider possible long —
range effects of applying knowledge gained in the research, (for example, the
possible effects of the research on public policy) as among those research
risks that fall within the purview of its responsibility.

3) Selection of subjects is equitable. In making this assessment the RC should
take into account the purposes of the research and the setting in which the
research will be conducted and should be particularly cognizant of the special
problems of research involving vulnerable populations, such as children,
prisoners, pregnant women, mentally disabled persons, or economically or
educationally disadvantaged persons.

4) Informed consent will be sought from each prospective subject or the subject’s
legally authorized representative, in accordance with, and to the extent
required by this Rules and Regulations of the Research Committee. (See
above requirements for informed consent, and see below, waiver of signed
consent).

5) Informed consent will be appropriately documented, in accordance with, and to
the extent required by this Rules and Regulations of the Research Committee.
(See below, waiver of signed consent).

6) When appropriate, the research plan makes adequate provision for monitoring
the data collected to ensure the safety of subjects.

7) When appropriate, there is adequate provision to protect the privacy of
subjects and to maintain the confidentiality of data.

8) When some or all of the subjects are likely to be vulnerable to coercion or
undue influence, such as children, prisoners, pregnant women, mentally
disabled persons, or economically or educationally disadvantaged persons,
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additional safe guards have been included in the study to protect the rights
and welfare of these subjects.

2. RESEARCH THAT REQUIRES REVIEW AT A CONVENED
MEETING OF THE FULL RC

All research on human subjects, other than those which the RC has the authority to
review and approve by expedited review (and elects to review and approve by
expedited review) or is exempt from RC review must be reviewed at a convened
meeting of the full RC. (See below for research that can be reviewed by Expedited
Review and research that may be Exempt from RC.

3. RESEARCH THAT MAY BE REVIEWED BY THE RC BY AN
EXPEDITED REVIEW PROCESS

Research that may be reviewed by an expedited review process (review by the REC
Chairman) must NOT involve more than minimal risk and may NOT involve more than
a minor change in a research project during an approved project period. Categories of
research that the RC has the authority to approve by expedited review are itemized
below. It should be noted that the HMC RC has the authority to be more stringent and
may require that full review rather than expedited review be used for any of these
categories.

3.1Cateqgories of new and continuing research that may be reviewed
by the RC through an expedited Review procedure:

3.1.1 Clinical studies of drugs and medical devices only when condition (a)

or (b) is met.

a. Research on drugs that are registered at the Ministry of Public Health of
Qatar. (Note: Research on marketed drugs that significantly increases the
risks or decreases the acceptability of the risks associated with the use of
the product is not eligible for expedited review).

b. Research on medical devices that are cleared /approved for marketing and
the medical device is being used in accordance with its cleared/approved
labeling.

3.1.2 Collection of blood samples by finger stick, heel stick, ear stick, or
venipuncture as follows:

a. From healthy, non-pregnant adults who weigh at least 110 pounds. For
these subjects, the amounts drawn may not exceed 550 ml in an 8 week
period and collection may not occur more frequently than 2 times per week;
or

b. From other adults and children, considering the age, weight and health of
the subjects, the collection procedure, the amount of blood to be collected,
and the frequency in which it will be collected. For these subjects, the
amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8
week period and collection may not occur more frequently than 2 times per
week.
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3.1.3 Prospective collection of biological specimens for research purpose
by noninvasive means:

a. Hair and nail clippings in a non-disfiguring manner;

b. Deciduous teeth at time of exfoliation or if routine patient care indicates a
need for extraction;

c. Permanent teeth if routine patient care indicates a need for extraction;
d. Excreta and external secretions (including sweat);

e. Un-cannulated saliva collected either in an unstimulated fashion or
stimulated by chewing gum base or wax or by applying dilute citric solution
to the tongue;

f. Placenta removed at delivery;

g. Amniotic fluid obtained at the time of rupture of the membrane prior to or
during labor;

h. Supra and sub-gingival dental plaque and calculus, provided the collection
procedure is not more invasive than routine prophylactic scaling of the teeth
and the process is accomplished in accordance with accepted prophylactic
techniques;

i. Mucosal and skin cells collected by buccal scrapping or swab, skin swab, or
mouth washings;

j-  Sputum collected after saline mist nebulization.

3.1.4 Collection of data through non-invasive procedures (not involving
general _anesthesia or sedation) routinely employed in_clinical
practice, excluding procedures involving X-rays oOr microwaves.
Where medical devices are employed, they must be cleared/approved
for _marketing. (Studies intended to evaluate the safety and
effectiveness of the medical device are not generally eligible for
expedited review, including studies of cleared medical devices for
new indications):

Examples:

a. Physical sensors that are applied either to the surface of the body or at a
distance and do not involve input of significant amounts of energy into the
subject or an invasion of the subject’s privacy;

b. Weighing or testing sensory acuity;
c. Magnetic resonance imaging;

d. Electrocardiography, electroencephalography, thermography, detection of
naturally occurring radioactivity, electro retinography, ultra sound, diagnostic
22 HAMAD MEDICAL CORPORATION

RESEARCH COMMITTEE
18/05/2011



infrared imaging, Doppler blood flow, and echo cardiography;

e. Moderate exercise, muscular strength testing, body composition
assessment, and flexibility testing where appropriate given the age, weight
and health of the individual.

3.1.5 Research involving materials (data, documents, records or
specimens) that have been collected or will be collected solely for non
research purposes (such as medical treatment or diagnosis):

3.1.6 Collection of data from voice, video, digital, or image recordings
made for research purposes.

3.1.7 Research on individual or group characteristics or behavior (including
but not limited to, research on perception, cognition, motivation,
identity, language, communication, cultural beliefs or practices and
social behavior) or research employing survey, interview, oral history,
focus group, program evaluation, human factors evaluation, or quality
assurance methodologies.

3.1.8 Continuing review of research previously approved by the convened
RC as follows:

a. where (1) the research is permanently closed to the enrollment of new
subjects; (2) all subjects have completed all research related interventions;
and (3) the research remains active only for long term follow up of subjects;
or

b. where no subjects have been enrolled and no additional risks have been
identified; or

c. where the remaining research activities are limited to data analysis.

3.2Modifications in research that may or may not be reviewed by the
RC through an Expedited Review Procedure during an approved
project period:

The RC Chairman is authorized to approve by expedited review any change that falls
into expedited categories 1 through 7, with the exception of interviews and surveys
with children.

Modifications to the protocol or consent form that the RC Chairman is NOT authorized
to approve by expedited review include:

1. Addition of a new drug
2. Addition of a new device

3. Addition of an invasive procedure
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4. Increase in medication dose or a decrease in dose that may increase the risk to
the subject.

5. Addition of vulnerable subjects as a study population.

6. Prolongation of a patient’s participation in the study other than for observational
purposes.

7. Change in the inclusion/exclusion criteria which may involve incorporation of
populations at greater risk.

8. Identification of new potentially significant risks.

9. Collection of additional blood samples that exceed the limits set in expedited
category.

4. RESEARCH THAT MAY BE EXEMPT FROM RC REVIEW

Some very specific forms of research may be exempt from RC review and may not
require a subject's consent. It is important to note that the study of existing data
(retrospective chart reviews) or the use of discards of tissue taken for clinical reasons
can only be exempted from RC review if the information is recorded in such a manner
that the subject can not be identified, either directly or through a code linked to the
subject (i.e., the identity of the subject is not or may not be readily ascertained by the
Investigator or associated with the information). It is also important to note that the
types of research that can be exempted must pose NO risks to the subjects.

Research protocols that may be eligible for exemption from RC review must be
submitted to the Research Committee for registration and approval by RC and must
contain a statement that justifies the request for exemption.

NOTE: None of the exemptions apply to Research Minor, Prisoners, Fetuses,
Pregnant Women or Human in Vitro Fertilization.

4.1 Cateqgories of research that may be exempt from RC review

1. Research involving the collection or the study of existing data, documents,
records, pathological specimens, if these sources are publicly available or if the
information is recorded by the Investigator in such a manner that SUBJECTS
CANNOT BE IDENTIFIED, DIRECTLY OR THROUGH IDENTIFIERS LINKED
TO THE SUBJECTS.

2. Research involving the use of educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, interview procedures or observation of
public behavior UNLESS:

a) Information obtained is recorded in such a manner that human subjects
can be identified, directly or through identifiers linked to the subjects;
and

b) Any disclosure of the human subject’s responses outside the research
could reasonably place the subjects at risk of criminal or civil liability or
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be damaging to the subject's financial standing, employability, or
reputation.

3. Research conducted in established or commonly accepted educational
settings, involving normal educational practices, such as:

a) Research on regular and special education instructional strategies, or

b) Research on the effectiveness or of the comparison among instructional
techniques, curricula, or classroom management methods.

5. SUSPENSION/TERMINATION OF RESEARCH PROJECTS
BY THE RC

The Research Committee rules and regulations require that all research in human
subjects be reviewed by the RC annually. Consequently, administrative extensions
cannot be granted beyond the approved project period. (Maximally one year).
Enroliment of new subjects and or performance of research beyond the RC approved
project period is prohibited by RC regulations. Accordingly, any project that has not
received the RC’s final approval for continuation, prior to the project’s expiration date,
will be automatically suspended on completion of one year from approval.

For the safety of subjects who are enrolled in research projects in which investigational
therapy is being administered, the Research Committee may approve short-term
continuation of the therapy beyond the RC approval date ONLY IF abrupt cessation of
that therapy would be detrimental to the patient’s health. Although all Investigators are
reminded of the upcoming expiration of RC approval of their projects, it is the
investor’s ultimate responsibility to ensure that the RC approval is continuous. If RC
approval has expired, and a research subject requires the investigational therapy, then
it is critically important that the Investigator rapidly reinstates the research project.

5.1 Reinstatement: Reinstatement and approval of a research project requires that
the RC review and approve the following at a convened meeting of the RC:

1. A complete progress report;
2. A memo to the RC Chairman that incorporates the following information:

a. An explanation of circumstances that led to the failure to submit the
application at the appropriate time;

b. A statement indicating whether patients were enrolled during the period
that the project was not RC approved; AND

c. A statement indicating the number of patients maintained on a
therapeutic intervention after the expiration date of RC approval and
why abrupt cessation of that therapy would have been detrimental to
patient’s health.

NOTE: Funding agencies and sponsors in general require that the RC notify them of
any suspension or termination of a research project. Consequently, it is clearly in the
best interest of the research subjects and all investigators that progress reports
receive RC approval prior to their date of expiration of RC approval.
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1.

SECTION Il

CONSENT PROCEDURE

PROCEDURE FOR CONSENT IN RESEARCH AT HMC

What is consent?

Research consent is the prospective subject’'s agreement to participate in a study as a
subject, which is reached after assimilation of essential information. The process of
informing involves the transmission of essential ideas and contents from the
investigator to the prospective subject, before his participation in a study.

1.1 Requirements for an informed consent:

To be ethically and procedurally correct, the informed consent process has to consider
4 essential requirements which are:

a. Disclosure of essential information

b. Ability of the prospective subject or legal guardian to comprehend and
retain the disclosed information

c. Competency to take decisions
d. Voluntariness

Requirement 1: Disclosure of essential information

The process of educating subjects about the study is the first step of the consent
process. This is an ongoing process and continues through out the duration of the
participant’s involvement in the research. Informed consent requires the researcher to
disclose specific information to each prospective subject.

The following important information is required to be disclosed to each
prospective subject.

1. Introduction to the research: An introduction is given to each prospective
subject before his/her participation in a study. This should include the fact that

= A study is going to be conducted

» The subject is being invited to participate in the study

» Routine care / Research :If the subject is a patient already under the
care of the care giver, he is required to be informed of what parts of the
study come under the purview of routine care and what under
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research activities

2. Statement of the research purpose :

(State the purpose of the research —what it hopes to achieve)

= State the long term goals and specific aims/objectives of the research

3. State that the subject can withdraw/ decline participation in the study at

any point , even before commencement of the study:

4, State the expected duration of the subject’s participation in the study:

5. State that the results from the study might be publicized through the print

media, at conferences etc:

6. Selection of research subjects :

State why the subject was chosen as a possible subject for the research
What the inclusion and exclusion criteria were that were used

Information on the number of subjects that will participate in the study

7. Explanation of procedures to be used :

Give a description of all the procedures or courses of treatment that would
be used in the study , should the subject consent to participate in it

Disclosure of those procedures which are possibly experimental in nature (
not tested before or tested on animals only )

Description of all the study elements that would be measured or the
variables that would be used in the study

Description of all the procedures that would be used to measure those
variables

Information on when the study procedures would be done
Information on how many times the procedures would be done
Information on where the procedures would be done

Information on who would conduct the procedures

8. Description of risks and discomforts involved

Prospective subjects are informed of:

Any reasonably foreseeable risks or discomforts to the subjects
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= The risks or benefits of the study , which should include a description of
the physical, emotional, social and economical costs to the subjects

= Description of what the investigators would do to reduce those risks

= For studies involving more than minimal risk, a description of any
compensation to be provided in case of injury because of the study

= A description of any medical treatments available for the prospective
subjects if injury occurs to the prospective subjects during the course of
the study

= An exact description of the type and extent of the medical treatments
available in case of injury during the research, duration of the availability of
the treatment, costs of the treatment, who will provide such treatment, the
person to contact in case of such an injury etc..,

= In certain researches, a description is provided as to whether the particular
treatment involves risks to the subject, his/ her reproductive function, injury
to unborn embryos, or fetuses or genetic cells, which may or may not be
currently foreseeable

= A description of whom to contact for answers pertinent to questions about
the research injuries and also whom to contact to get answers pertinent to
questions

= About the research and the research subject’s rights

9. Description of Benefits:

= A description of any benefits the prospective subject may get as a result
of participation in the research

= A description of benefits any others may get as a result of the
prospective subject’s participation in the research

= Any financial, or material advantages that the subject may receive are
also described in detail

10. Description of alternatives :

= A description of all appropriate, alternative procedures or courses of
treatment, if any, that might be advantageous to the prospective subject.

= A statement that even if the subject chooses to have the alternative
treatment, there will be no costs for him /her because of refusal to participate
in the research

11. Assurance of anonymity and confidentiality:

" Description of the extent and the period during which their responses
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12.

13.

14.

15.

16.

and records will be kept confidential.

Description of whether any of the data collected during the research will be
included in the patient files and could be accessed by those not conducting the
study.

An assurance to the prospective subject that their identity will remain
anonymous in reports and publications made from the study.

Offer to answer questions or get doubts clarified at any time during the conduct
of the study.

An offer is made to the prospective subject to get answers to any questions
that might be asked at any time during the study

Contact details of whom to contact for answers related to the research
and research subject’s rights, in case of injury or for compensation and
how to contact that person:

An offer to the participant to consult a trusted person to discuss the
study and whether to participate in it ( especially in studies that involve
more than minimal risk):

Non coercive disclaimer: A statement that participation is voluntary and
refusal to participate will involve no penalty or loss of benefits to which the
subject is other wise entitled. The caregiver participant relationship will
continue as such in spite of the participant’s refusal to participate in a study

Description is given to the subject that there is no element of coercion for
participation in the study.

A statement that participation is voluntary and that refusal to participate will
involve no penalty or loss of benefits to which the subject might otherwise be
entitled

Option to withdraw from the study: Subjects are informed that they may
discontinue participation or withdraw from the study at any time without any
penalty or loss of benefits.

Researcher can ask if the participant will be able to participate in the study until
its completion and they have the right to not include a subject who they feel
might not continue to participate until the end of the study

Termination of the study :

A description is provided to the participant about what the circumstances are in
which a subject’'s participation may be terminated, notwithstanding the
agreement on the consent form.

Description of when it might be dangerous to continue the study as it may be
dangerous to the participant and under what circumstances the researcher can
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terminate the study
= Description of when the study itself might be terminated

17. Conditions for incomplete disclosure of information :

= |n certain studies , the subjects are not informed before hand of the purpose of
the study as that knowledge might alter the subject’s actions and affect the
outcomes of the study

= |n certain situations, the prospective subjects have to be informed that certain
information is being deliberately withheld from them during the conduct of the
study.

= |nformation is also provided that there are no undisclosed risks to the subjects
that are more than minimal and that all questions from the subjects are being
truthfully answered except that certain information is being deliberately withheld
from him/her.

= [nformation has to be given to such participants as to when they can be
debriefed about the study after its completion.

= At the end of such a study, and if requested by the subject, the researcher is
obliged to debrief the subjects by informing them about the actual purpose of
the study and the results obtained from the study.

Requirement 2: Ability to comprehend all the above information

All the prospective subjects must have the ability to comprehend the information given
them by the researchers. Adequate time should be spent to teach the prospective
subjects about the research. Amount of information to be provided depends on the
already existing knowledge on the topic of the research that the subject might have.
The following points must be kept in mind;

1.

Benefits and risks have to be explained with relevant examples.

Language used should be one that the participant or his representative
understands and comprehends.

The procedures specifically to be used in the study and the subject’s rights have to
be explained in the presence of withesses

Consent information has to be written and explained in lay terminology and not
professional jargon and presented in a simple and straightforward way such that
there is no coercion to participate in the research.

The wording of the consent form may be different for different researches and this
difference in consent forms occurs under the assumption that the prospective
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subject has the ability to understand and comprehend simple statements in that
language.

6. Comprehension of the subject can be checked by asking questions like:

=  What is the purpose of the study?

»  What are the risks involved in the study procedures?

=  What will your participation in the study involve?

= How long will you need to participate in the study?

= Can you move out of the place while the study is going on?

= Can you withdraw from the study?

= Will your name appear anywhere in the research?

=  Will anyone else be able to identify your participation in the research?
=  Who are the people who might have access to your information?

=  What are the possible benefits of your participation in the study?

Requirement 3: Competence to take decisions

The first part of the competence to take decisions is the competence to give consent,
which is elaborated below.

1. Competence to give consent: Any adult, who is capable of understanding
and weighing the risks vs. benefits of a research, is competent to give consent
for participation in that research. For minors under 18 years it is the legal
guardian.

2. Incompetence to give consent: Persons with diminished autonomy like
subjects with legal or mental incompetence, persons with terminal iliness,
persons confined to institutions (e.g. refugees, prisoners, minors etc.) may not
be competent to give consent.

The researcher must make every conceivable effort to make sure that information for
consent is provided to these potential subjects or their legally authorized
representative at a level that they understand, and will be involved in a research
project requiring their consent.

In addition, the researcher has to provide all the consent information to the legally
authorized representatives or guardians of the prospective subjects.

Requirement 4: Voluntariness of consent

This means that the prospective subject has decided to take part in the study of his or
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her own volition, without coercion or any undue influence. This can be achieved only
after complete information has been provided to the subject and the ability of the
subject to comprehend the information has been assessed and ensured. The authority
certain researchers might have over potential subjects, in the course of the caregiver
patient relationship should not be misused to exert subtle coercion on the subjects.
Also the rewards offered to potential subjects must be congruent with the risks the
subjects might take.

1.2 Add Additional Elements of the Informed Consent Which Should Be
Provided To Each Subject When Appropriate

1. Unforeseeable risks: A statement must be added in the consent form in certain
researches that there might be hitherto unforeseen risks to the subject, to the
embryos, fetuses or to germ cells, especially in subjects who are women in the
reproductive age group, which are currently unforeseen.

2. Termination of participation: A statement must be added in the consent form of
certain researches about anticipated circumstances under which the subject’s
participation might be terminated by the PI, without regard to the subject’s valid
consent for termination in the research.

3. Costs of participation in the research: Any additional costs that might occur to
the participant because of participation in the study.

4. Consequences of withdrawal from the study: The consequences of withdrawal
from the study must be clearly explained to the participant both orally and on the
consent form. The consequences for termination of participation in the research by
the participant must be also clearly explained.

5. Findings of the research: A statement that significant new findings developed
during the course of the research will be intimated to the subject (if requested by
the subject) as and when developed. This may or may not relate to the subject’s
willingness to continue participation in the research.

6. Post trial access : A statement (for clinical trials) that at the end of a trial, every
subject should be assured of access to the best proven prophylactic, diagnostic
and therapeutic methods identified by the study , proved to be beneficial in the
study or to access other appropriate care. Such post trial benefits should be
carefully arranged for and reviewed by the Research committee.

7. Benefit sharing in the event of commercialization of the products obtained
from a research: In instances of possibilities of commercialization of products
obtained from a research, the agreement between the participant and the
Researcher must be drawn clearly up on the consent form and information given to
the participant verbally too. The details of this agreement must be informed to the
Research Committee too.

8. Contact details of the Chairman of the Research Committee in the event of
appeal against violation of rights of the subjects: The contact details of the
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Chairman of the Research committee can be included in the consent forms and in
the investigators’ assurance forms, to give the participant the opportunity to ask
questions about the research from a competent uninvolved third party.

9. For genetic studies or for HIV testing, counseling for consent has to be given: In
special situations which involve genetic material, adequate time must be spent with
the participant to explain the risks and benefits and confidentiality issues.

10. Information about the storage period of biological samples and related data
offered to the participant , regarding future use of sample, refusal for storage and
receipt of the results : Details of where the genetic material collected during the
course of a study will be stored, how long they will be stored etc .., must be
included in the consent form .

11. For case reports or case series: involving live participation signed informed
consent must be taken from the subject (s) if the report is planned to be published.

12. Fresh or re-consent is done under the following circumstances :

= Availability of new information which would necessitate deviation
from the research protocol.

= When a research participant regains consciousness from an
unconscious state or becomes mentally competent from a state of
incompetence or becomes legally competent to understand the study
and give consent.

=  When long terms follow up or extensions of the study are planned for
the future.

= When there is a change in treatment modality, procedures,
frequency of site visits etc.

= Before publication, if there is a possibility of disclosure of identity of
the subject through data presentation or photographs — this is
especially in the case of case reports.

= Obtaining legal adult age.
2. ETHICAL ASPECTS OF THE INFORMED CONSENT

The use of patients or healthy volunteers or children or participant information in
research is a privilege, which carries with it moral and ethical obligations that must be
met with scrupulously by the investigators.

a. Respect of the rights, dignity and safety of the research subjects
(participants) must be the primary determinant of the researcher’s
actions. The ethical principles of respect for human dignity,
beneficence and justice must be scrupulously adhered to.

b. At all stages of a research project involving human subjects or
use of their private and confidential information, vigilance must be
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maintained by the investigators in order not to jeopardize these rights.

c. As autonomous individuals, research subjects have a right to be fully
informed about the nature of the research and the extent of their
participation.

d. They must be free to agree to or to refuse to participate in the
research.

e. There should be fairness in the selection of subjects, access to
research findings, information or research outcomes from the outset till
the completion of the research.

f. Participants are entitled to the right of confidentiality and anonymity
of their private information throughout the course of the research.

g. In addition, subjects must be free to withdraw their participation at any
time, with or without explanation.

Circumstances which could put subjects at risk if they withdraw and procedures of
withdrawal must be described in the consent document.

3. GUIDELINES FOR INVESTIGATORS ABOUT CONSENT
ISSUES

3.1 Who can provide consent?

= Consent must be provided by the prospective participant him/herself before
the study has commenced.

= |n case of a minor / child, the parent or legally authorized representative
must provide consent.

= In case of children who are able to comprehend things, (child above 7
years; comprehending ability assessed by the investigator) an assent
should be taken from them in writing in addition to the signed consent from
the parent or legally authorized representative.

3.2 Participant advocate

In certain researches, the Research Committee might allow the use of an individual
who has no vested interest in the research and who agrees to act as an impartial third
party in the consent process to act in the best interests of the participant by sharing in
discussions with the investigator and with those responsible for providing consent.
Individuals who fulfill these roles might be the participant’s primary care physician or
other health care professional not involved in the research. The participant advocate is
responsible along with the PI to ensure that the participant understands the research
procedures and the risks and potential benefits of participation and that his/her
consent is free and voluntary. When a participant advocate is used in the research,
he/she must also sign and date the consent form. Participant advocates might be used
when:

= When the risks to the participants are significant and the participant is the
patient of the investigator and as such may feel obligated to participate.

=  When consent is to be obtained in the emergency room or in an emergency
situation when the time frame to obtain consent prior to the start of the
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study related procedures is limited

= When surrogate consent is to be obtained for research involving more than
minimal risk with the potential for direct benefit to the participant.

3.3 Who can solicit an informed consent? What is the process?

= The Principal Investigator: Obtaining informed consent is the legal and
ethical responsibility of the Principal investigator. For most studies involving
more than minimal risk and all experimental interventional studies, a
qualified physician investigator listed on the research protocol's list of
investigators must obtain informed consent.

= The Co investigator: The Principal investigator might delegate this task to
a named co- investigator of the research proposal, who is familiar with all
aspects of the proposed research and who may have made a substantial
contribution to the design and writing up of the research proposal.

= Study nurses: Study nurses or nurses who assist physicians in routine
clinical care might assist the consent process but physicians should take
the responsibility for conveying the information about the research study to
the prospective participant and should not delegate this vital responsibility
to nurses. A study nurse might be allowed to obtain informed consent only
if that nurse would be permitted in a clinical setting to perform the
procedures for which the consent is required.

= Delegation of consent responsibility: For studies involving more than
minimal risk or procedures other than those done in the process of routine
clinical care, consent must be obtained by the Principal Investigator or the
investigator performing the procedure. At times when it would be
impracticable and when it might prevent the research from being performed
(if only the Principal investigator or his Co-investigator is allowed to obtain
consent), the RC might allow the delegation of the consent responsibility to
other appropriate professionals only if the rationale and justification for this
are provided to the RC - requests to delegate this responsibility will be
considered by the RC on a case by case basis.

= Training of delegated individuals in the consent process: Delegated
individuals must be specifically trained by the P.l. or Co- investigator in all
aspects of the research protocol, the information to be provided to the

prospective research participant, the procedure of obtaining consent, the
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names, positions in the corporation, professional affiliations etc.., must be
submitted for RC approval when the delegates are chosen and before they
are authorized to obtain any consents. Documentation of the qualifications
and training of the relevant staff must be submitted to the RC for review
and approval. The Delegated personnel are not responsible for the conduct
of the research.
= Enrolling participants from the physician’s own patients:

In case the PI plans to enroll participants from the investigator's own
patients, consent procedures must be put in place to ensure that
participants do not feel obligated to participate because the investigator is
their treating physician. There should be absolutely no coercion or
obligation on the patient to participate in the research. If patients are being
enrolled, there can be 3 options for obtaining consent;

= Physicians can obtain consent from their own patients if there is no
coercion or obligation involved from both sides.

= [f physician investigators feel that they may be putting their own patients
under obligation to participate in view of the dependent relationship
between them, then they could do it thus:

a) The physician can contact the patient in writing and allow
him/her to make the first contact about participation in the research with
him/her.

b) The physician can delegate the responsibility to a physician
colleague, approved by the Research Committee, to make the initial contact
with the physician.

c) The physician could after the initial contact has been
established, have a nurse or approved colleague re-contact the patient and
offer him/her the opportunity to ask additional questions, raise concerns or opt

out. This is after the study has been explained to the patient.

4. WHEN AND WHERE MUST CONSENT BE SOLICITED?

» The setting in which consent is requested or obtained must be one in which
the potential subject can consider the request as an autonomous individual,
free from time constraints or a sense of obligation or dependency.

= For all but emergency care protocols, it is inappropriate to solicit consent
immediately before beginning a procedure or instituting a therapeutic
regimen.

A crowded waiting room, public area or operating room / holding area are examples of
inappropriate sites.
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= Patients who have received drugs (e.g. sedatives or pre- anesthetic
medication) that may impair their ability to understand and weigh the
information provided are clearly not capable of giving informed
consent.

= Research proposals must detail where and when consent would be
obtained — e.g. Pre admission screening , day of admission , waiting room,
hospital room , emergency room , evening before surgery etc..,

= At all stages of the consent process, every effort must be made to
avoid coercion in any form or to any degree.

5. EFFECTIVE PERIOD OF CONSENT

Although an individual consent document is stamped with the period of RC approval
(up to 12 months), the consent does not need to be re-signed by the subject on an
annual basis if it is explicitly stated in the consent document that the duration of the
study will be greater than one year. However, consent must be re obtained if:
a) The consent document has been altered or amended since the subject signed
the document.
b) The subject was a minor at the time of entry into the study and has since
attained the age of maturity;
c) The original consent document did not specify the duration of the subject’s

participation in the study.

6. HOW TO ACCESS THE CONSENT FORMS?

The consent forms can be accessed at: the intranet site of the Medical Research
center. : http://intranet/deptportal/dept homepage.asp

6.1Consent documents

= Only consent documents officially dated with exclusive RC approval dates
may be used in the conduct of human subject studies.

= When RC approval is granted, the consent documents will be stamped with
the date of approval.

= Under no circumstances may consent documents be used beyond their
expiration date.

= The forms used in soliciting consent must provide in writing, all of the
information that the subject would reasonably want about the study and the
extent of his/her involvement in it

» An investigator shall seek such consent only under such circumstances that
provide the prospective subject or the representative sufficient opportunity
to consider whether or not to participate and that minimizes the possibility
of coercion or undue influence.
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» The informed consent, whether oral or written , may not include any
exculpatory language through which the subject or representative is made
to waive or appear to waive any of the subject’s legal rights or releases or
appears to release the investigator , the sponsor , the institution or the
agents from the liability of negligence.

= By completing the documents, all of the international requirements for
informed consent should be fulfilled.

7. LANGUAGE USED IN CONSENT DOCUMENTS

The language used in consent forms must be of the level of grade 8 Arabic and
English, understandable by the participant.

If the participant is a non Arabic / English speaker, the consent document must be
read to him in his native language and appropriate translations provided.

For translations of consent documents into languages other than Arabic / English, the
principal investigator has to use the services of language experts and get the consent
form translated appropriately. In addition the help of such language experts must be
taken during the consent process itself so that accurate information on the research is
provided to the participant.

8. SPECIAL CONSIDERATIONS IN INFORMED CONSENT

In the case of research participants who are likely to be vulnerable to exploitation, such
as pregnant women, prisoners, children, students, employees or adults unable to
consent, additional safeguards are required to ensure that the rights of those are
protected.

8.1 Consent Procedure

a. Recruitment of subjects: Protocols submitted to the RC for review and
approval must specify how subjects will be identified and recruited.

Patients expect that information on their medical condition will be kept confidential,
although an investigator may access this information in the conduct of an RC approved
research project. However, many patients would consider it a serious breach of
confidentiality and of medical ethics that someone not involved in their care obtained
this information and contacted them. For this reason, permission to recruit a patient as
a subject in a research study should be obtained from the patient’s physician before
the patient is contacted. Where possible, the physician should first get permission from
the potential subject, to allow the investigator to contact him/her. If this is impractical, a
letter can be sent out by the physician informing the patient that the investigator would
like to contact him/her. The letter should include a reply card to be returned granting or

refusing permission.
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b. Special circumstances during the recruitment of subjects: If the nature of
the study makes the use of these procedures unrealistic, this must be fully
justified to the RC by the investigator.

Such studies may require very narrow time durations for the collection of data or
involve large numbers of physicians and potential subjects.

In addition, it must be clear that the patients would very likely not be distressed
through being contacted by some one not involved in their care. For such studies,
individual or “blanket permission” may be obtained from the physician(s) (preferably in
writing) to contact a particular patient or all of the physicians’ eligible patient. The
blanket permission is defined the as consent which is solicited from the treating
physician of a patient participant, in circumstances where the patients might not like to
be distressed by being contacted by some one not involved in their care, in which case
a blanket permission may be obtained from the physician, in writing for contacting
patients’ who are eligible for participation in the study.

e The investigator may then contact the patient(s) directly, without previous
notification, indicating that their physician had given permission for the contact.
If blanket permission is obtained and used, the investigator must inform the

physician each time a patient is contacted.

c. Recruitment of family members: If recruitment of family members is planned,
for confidentiality reasons, the index patient should not be asked to provide the
name of the family member(s) directly to the investigator. Rather, the index
patient should be asked to contact family members for the investigator. If the
family member is willing to speak with the investigator, then the family member
should be asked to contact the investigator. Therefore, when the research
involves family members, the protocol and the consent form must indicate how
family members will be contacted.

e Subjects recruited for a research must be free of any outside influences while
deciding whether to participate in the research. Even in the absence of overt
coercive or inducing statements, an element of coercion may be introduced
because of the relationship between the potential subject and the investigator.

Patients may feel obliged to agree because their physicians asked them to participate.
Co -workers in an investigator's laboratory, office or clinic may agree in order to
preserve the good will of the physician (investigator).

Prospective research subjects must be reassured verbally, that refusal to participate

will in no way affect the care that they receive from their physicians. In addition, the

39 HAMAD MEDICAL CORPORATION
RESEARCH COMMITTEE
18/05/2011



RC strongly feels that workers under the direct supervision of the investigator should
not be induced to serve as control subjects. Co-investigators and colleagues (in the
specific sense of having a comparable position in the institution) are appropriate
potential control subjects.

d. Advertisement for Research subjects: All forms of advertising or
dissemination of information for the purposes of recruitment of subjects into a
research protocol, including newspaper advertisements, posters and fliers or
newspaper articles which include recruitment information must be approved by
the RC prior to the distribution or publication of the material.

In addition, letters to fellow physicians, both within and outside the institution must be

approved. The following information must be present in the advertisement;

The purpose of the study
The characteristics which would qualify the individual for enroliment

A straightforward description of any and all benefits to the subjects

L~

The RC number of the protocol and the date of proposed completion of the
project
5. The name and number of the person who should be contacted for the

participant to get further information about the project.

Nothing in the text of the advertisement should serve as an undue inducement to
potential subjects to enter the study. Such inducements might include claims (implicit
or explicit) about the safety or efficacy of an investigational drug or device, equivalence
or superiority as compared to existing treatments, or closer monitoring of the patient’s
condition. The availability of compensation for time and effort related to participation

can be included without any mention of any specific amount.

8.2 The Consent Process

Step 1: Pre-screening of prospective research participants

This is a process of determining the interest of a participant in a research. If the person
is found to have interest, his/her eligibility for participation is verified.
Those participants who respond to advertisements or recruitment letters have shown
their interest in the study and also their willingness to be considered for eligibility for
the research. Questions to be asked during the pre-screening process address the
specific inclusion and exclusion criteria for the study and other issues of suitability like
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willingness and ability to come to the research site multiple times.
a. Pre-screening over the telephone: Sometimes if prospective participants
have been identified through their private medical information like medical
records or patient databases, they might be contacted over the telephone.

Important points for consideration are:

= |s this an appropriate time for them to answer these questions?

=  Would they like to conduct the pre-screening in person?

= Tell them that only the subject’s first name or initials would be recorded at
the beginning of the screening conversation.

= Explain to them that he/she would be asked a set of questions to determine
eligibility and in the end only if he/she appears to be eligible and is
interested in pursuing the study will he or she be asked to provide contact
or identifying information.

= For those who are likely to meet eligibility criteria, identifiable health care
information is created.

= For those who do not meet entry criteria, only non-identifiable health care
information is created.

= |If it is feasible, offer the person the option of completing the pre-
screening in person.

b. Pre-screening in person:
» |nvestigators may conduct pre-screening in person. This can occur during

routine clinical care or while visiting the hospital.

= Complete medical histories and screening physical examinations are
unacceptable as they are part of the actual research. These should be
taken only after the participant has signed the consent form.

= At times, limited routine clinical procedures might be performed as part of
the pre-screening if they directly relate to the eligibility criteria and if the
individual verbally consents to having them done before signing the
consent forms. In such situations, the investigator must mention this
possibility in the proposal and make the Research Committee and its
reviewers aware of this possibility.

c. Retaining information from individuals who are pre-screened but have

not been enrolled:

= |t is accepted by the Research Committee that at times, non-identifying
information about individuals who have been pre-screened for a research

41 HAMAD MEDICAL CORPORATION

RESEARCH COMMITTEE
18/05/2011



might be retained by the investigator. This is necessary when the
population from which the sample was taken is needed for the data
analysis of the research findings.

» Pre-screening sheets from individuals who did not provide identifying
information can be retained with no further action.

* Pre-screening sheets with identifying information gathered to obtain written
authorization and prior to enroliment may be retained in the research
documents but must have the identifiers blacked out if these people are not
going to be enrolled.

= |f identifiable information is going to be retained, the investigator must
obtain written authorization from the persons screened or written
authorization from the Research Committee if it is not practical for this to be

done.

Step 2: Providing understandable information

Information conveyed through any means to the potential participants must be

understandable to them and must enhance their understanding of the research.

The language and the medical terminology that should be used are mentioned in detail

in part 4 of this book under the section on the recruitment of participants.

If the participants are interested in learning more about the study, they contact the

study personnel whose names and contact information are mentioned on the

advertisements for the research.

Step 3: Meeting of the investigator with the potential participant.

1.

The prospective participant is taken to an appropriate environment. (A crowded
waiting room, public area or operating rooms holding area are examples of
inappropriate sites).

The setting in which consent is requested and obtained must be one in which
the potential participant can consider the request as an autonomous individual,
free from constraints, a sense of obligation or dependence.

The investigator must introduce himself/herself with his name, name of the
department, phone number etc...

Steps 1-2 can be done on one day and the rest over 2-3 days. The informed
consent is not a one time event. It is a continuous process.

For all but emergency care research protocols, it is inappropriate to solicit
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10.
11.

12.

13.
14.

15.
16.
17.

18.

consent immediately before beginning a procedure or instituting a therapeutic
regimen.

The potential research subjects are given the information contained in the
consent form both verbally and in a copy of the complete form itself.

They are allowed time to think about the request, to ask questions and have
them answered to their satisfaction.

If they agree to participate, the subjects sign in the appropriate place.

The person obtaining consent (investigator or legally authorized representative)
signs the attestation at the end of the form.

Subjects are informed about the purpose of the research.

Subjects are informed why they have been selected to participate in the
research.

Subjects are informed they can ask any questions during the time and if they

have any questions after going home, they could contact at

phone number at any time of the day or the night.

Subjects are informed about the procedures in the research.

Subjects are informed about the risks of the research. Describe physiological,
psychological and social factors of discomfort or risks involved in the study.
Follow these procedures for Possible Pregnancy Risks. If there are no risks
to pregnant females or females of child bearing age, you do not need to include
any of the following statements in the informed consent. If pregnant or nursing
women are excluded from the study, a statement supporting the rationale for
not including pregnant women needs to be included in the informed consent.
For studies that involve the use of drugs, devices or procedures with risks to
the fetus in females of child bearing potential, choose one of the following
statements: a. There is evidence of potential for birth defects; or b. Animal
studies have shown potential for birth defects and there are no human studies;
or c. There are no known animal or human data on the potential for birth
defects

Subjects are informed about the benefits of the research.

Subjects are informed about alternative treatments if any.

Subjects are informed that there is no compulsion for them to participate in the
research.

At all stages of the consent process, every effort must be made to avoid

coercion in any form or to any degree. The consent must be freely given.
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19.
20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

Subjects are informed about the duration of the research.
Subjects are informed how many times they may have to come to the clinic for
the research.
Subjects are informed if there is any compensation that will be provided for
participation.
Subjects are informed about insurance coverage, liability issues etc.., in the
research.
Subjects are informed about whether the results of the research would be used
for their benefit. Would they have access to the results of the research?
Subjects are informed about the measures taken to protect their confidentiality
and privacy of the participant.
Subjects are informed they can withdraw from the research at any time without
penalty. Even if such withdrawal takes place, the subject will be eligible for the
benefits of the research.
Comprehension of the subject is checked by asking a few questions.
It would be preferable that potential subjects are given a copy of the informed
consent document to take home so that they can carefully read the document
and discuss the research with their family members.
It is preferable that the investigator allows the potential subjects at least 12
hours to consider participation.
If the research includes subjects who will be discharged on the same day as
the day of admission or who have come for investigations,, it may be
permissible by the Research Committee that the patient’s attending physician
may be asked to provide potential subjects with research information well in
advance to when the study or test or examination is scheduled.
When convinced about the comprehension, the subject may be asked to sign
on the informed consent form, in triplicate. They need also to date the informed
consent document.
a) Give one copy of the consent form to the subject.
b) Keep one copy of the consent form in the Medical Record files.
¢) The Principal investigator must keep one copy of the consent form with
him/herself for at least 3 years after the completion of the Research. The
original completed and signed consent form must be retained for inclusion
in the principal investigator’s research records.

d) Use only HMC Research Committee approved informed consent forms
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with the seal of the Research Committee on it.

e) All subjects who sign a consent form are considered to have entered the
study. The consent documents that they have signed must be retained by
the principal investigator, even if they have withdrawn from the study or
do not actually participate in the study.

f) Required signatures on the consent forms: Participant or legally
authorized representative or the witness is only needed when a third party
verbally transmits the consent form to a subject who is unable to read the
consent. The third party must sign as a witness to affirm that the consent
was accurately translated and that the subject understood the information
provided. Finally the investigator or a RC approved delegate must sign
the consent form.

g) Persons delegated to obtain consent by the principal investigator should
make every effort to notify the principal investigator of the recruitment of a
subject before that subject actually begins participation in the research
project.

h) It is the responsibility of the Pl to ascertain that a properly completed
consent form, as required for the particular protocol, has been obtained
by the delegate(s) and those copies of the consent have been filed or

distributed as required above.

31. Consent process may need to be repeated if there is any change in the

protocol, if any additional samples are needed from the participant etc..,

32. Some participants may want to give part consent to some parts of the research

and not others- this is called layered consent.

8.3 Types of Consent

1.

2.

Signed _informed consent: This is taken for all prospective studies which

involve more than minimal risk to the participant. Minimal risk is defined as the
risk that a person might be exposed to in the course of his activities of daily
living or during the performance of routine physical or psychological tests. For
research purposes, minimal risks is taken as research that involves no
procedures for which written consent is normally required outside of the
research context.

Waiver of signed informed consent: Waiver of signed informed consent is

given in those situations in which research presents no more than minimal risk
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of harm to the subject and the research involves no procedure for which written

consent is normally required outside of the research context and the consent

document would be the only identifiable link between the subject and the
research and there would be potential harm to the subject if the confidentiality
of the consent document is breached.

= Waiver of a signed consent may granted for researches that involve
activities like drawing of additional blood samples when blood is already
being obtained for clinical reasons or blood donation, sampling of
additional bodily secretions when such secretions are already being
sampled for routine procedures, researches using questionnaires without
participant identifying information being recorded, researches which involve
interviews with participants where again collected information cannot be
traced back to the person from which it was obtained and /or chart
reviews as a preliminary to other prospective studies.

= A waiver of signed consent may be obtained by an investigator, but it does
not exempt an investigator from obtaining informed consent from the
participant. In this form, a research participation information sheet is read to
the patient and signed by the Pl or a person delegated to obtain informed
consent. A copy of the signed information sheet must be given to the
subject and the investigator must keep the original form in his research
records.

» |nvestigators must be aware that procedures that physicians consider to be
minimal risk are not necessarily viewed as such by patients or research
subjects. They should be sensitive to the subject's perception of the
procedure when classifying procedures as minimal risk.

= All of the elements of informed consent required in signed consent must be
included. At the end of the information sheet include the following
paragraph verbatim and include the signature lines.

| have fully explained to Mr./ Mrs.............ccooiiiinnn. the nature and purposes of the
above described research program. | believe that he/she understands the nature,
purposes and any risks of these studies. | have also offered to answer any questions

relating to these studies and have fully and completely answered all such questions.
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Signature:

Date:

Name of the Investigator:

Title:

3. Waiver of informed consent: Investigators may ask for waiver of informed

consent for a study. The RC can only grant a waiver of informed consent when all five
of the following are applicable:

a. No more than minimal risk, as defined above, to the subject involved.

b. The research could not practically be carried out without the waiver.

c. The research will not adversely affect the rights and welfare of the
subject.

d. The subjects will be provided with additional pertinent information after
participation, whenever applicable.

e. Chart reviews and retrospective studies.

NOTE: A request for waiver of informed consent must be submitted to RC with the

research proposal.

4. Re- consent: Participants who have once consented for a research might
be asked to sign a new consent form if:

= When they are actively involved in a research and there have been major

changes in the consent form e.g. drug dose, device, study procedures,

risks, discomforts, benefits and alternatives. This has to be done if

knowledge of the new information might affect the subject’s willingness to

continue participation.

5. Layered consent: "Layered consent" refers to the option of permitting
research subjects to consent to some parts of a protocol and not others.

6. Fully restricted consent: Here the participant restricts the use of the samples
to the immediate research only and does not consent to its use in any future
research.

7. Partially restricted consent: The participant consents to the use of the
samples in the immediate research and in future researches of a specified
type(s) and unto a specified time in the future.

8. Unrestricted consent: The participant consents to the use of the samples in
the immediate research and in future researches and also at any time in the
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future (indefinitely).

8.4 Elements of the different types of consent outlined above

Signed _informed consent: This is taken for all prospective studies which involve

more than minimal risk to the participant. Minimal risk is defined as the risk that a
person might be exposed to in the course of his activities of daily living or during the
performance of routine physical or psychological tests.

Medical Research Centre has prepared guidelines for writing consent forms for
prospective studies. This is a general consent form format to be used according to the
need of the research study design. Each item should be described according to its

given description.

A. GENERIC CONSENT FORM

(Format to be used for the signed informed consent)
Format:

Read this consent form carefully and ask as many questions as you like before you
decide whether you want to participate in this research study. The information in this
form is meant to better inform you the purpose of the research and any possible risks
or benefits. You are free to ask questions at any time before, during, or after your

participation in this research.
Project ID No. & Title:
Principal Investigator:
Location:

Phone:

Purpose of this Research Study: (Describe the purpose of the research in simple,

non-medical, non-scientific terms easily understood by participants at a lower reading
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level, including the number of participants)

7. Procedures: (Describe procedures that are experimental/investigational/non-
therapeutic and define expected duration of the subject’'s participation along with
indicating type and frequency of monitoring during and after the study. If research is
involving randomization of participation into different arms/groups of studies, specify
the randomization procedures. Define the dose, placebo and other terms clearly i.e. if
blood is drawn, describe the amount to be drawn and to common measures such as

teaspoons or tablespoons etc)

8. Possible risks or discomfort: (Describe each intervention with subheading for
known/unknown possible risks. If there are special risks to women of childbearing age;
if relevant, state that study may involve risks that are currently unforeseeable, e.g., to
developing fetus. Any new information developed during the study that may affect
willingness to continue participation should also be communicated. It should also be
mentioned that a particular treatment or procedure involves risks that are currently
unforeseeable to the subject. Give measures which will be employed to minimize the

risks and discomforts listed)

9. Possible benefits: (Describe any benefits to the subject that may be reasonably
expected. If the research is not of direct benefit to the subject, explain possible

benefits helpful to others)

10. Financial considerations for subjects: (If applicable explain any financial
compensation involved, describe the amount to be paid, and when payment is
scheduled etc. Also describe any additional costs i.e. reimbursement for expenses
such as parking, bus/taxi, travel etc. to the subject that might result from participation
in this study for more than minimal risk or state there is no financial compensation for

participation in this research for minimal risk.)

11. Payment to Researchers: (If applicable, describe any compensation being paid to the

Institution or Principal Investigator by a third party).

12. Available alternative treatment (if applicable)

(If the procedure involves an experimental treatment and non-experimental or
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conventional treatments are available, provide all the pros and cons with relative risks

(if known) of each)

13. Available Medical treatment for adverse experiences: (if applicable)
(If the study involves greater than minimal risk and the subject is injured as a direct
result of taking part in this research, describe the procedure of emergency medical
care, name of responsible persons, contact numbers etc with available facilities like
transportation and concerns about the intervention or procedure. Also describe, if any,
about long-term medical treatment or financial compensation or whatever remedies

available at law)

14. Confidentiality: It should consist of “Your identity in this study will be treated as
confidential. The results of the study, including laboratory or any other data, may be
published for scientific purposes but will not give your name or include any identifiable
references to you. However, any records or data obtained as a result of your
participation in this study may be inspected by the sponsor, by any relevant
government agency, by the RC, or by the persons conducting this study provided that
such inspectors are legally obligated to protect any identifiable information from public
disclosure, except where disclosure is otherwise required by law or a court of
competent jurisdiction. The records will be kept private in so far as permitted by law”.
In addition, list of steps to protect confidentiality such as codes for identifying data
should be provided.

15. Termination of research study: You are free to choose whether or not to participate
in this study. There will be no penalty or loss of benefits to which you are otherwise
entitled if you choose not to participate. You will be provided with any significant new
findings developed during the course of this study that may relate to or influence your
willingness to continue participation. In the event you decide to discontinue your
participation in the study, the potential consequences that may result are ........ (Give
list). You can notify (Name, telephone no, etc) of your decision or follow this procedure
(describe), so that your participation can be orderly terminated. In addition, the
investigator may terminate your participation in the study without your consent under
the following circumstances (describe). It may be necessary for the sponsor of the
study to terminate the study without prior notice to, or consent of, the subjects in the
event that (describe circumstances, such as loss of funding etc.)

16. Available source of information: Any further query you may have about this study or
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17.

your rights as a research subject will be answered by the Principal Investigator:

Name:

Phone Number:

Please call in case of research related emergency:

Day emergency Number and Night number emergency number:

Authorization:

| have read and understand this consent form, and | volunteer to participate in this
research study. | understand that | will receive a copy of this form. | voluntarily choose
to participate, but | understand that my consent does not take away any legal rights in
the case of negligence or other legal fault of anyone who is involved in this study. |
further understand that nothing in this consent form is intended to replace any

applicable Qatari laws.

Participants Name (Printed or typed):

Date:

Participant Signature:

Date:

Principal Investigator Signature:

Date:

Signature of Person obtaining consent with Date:

B. CONSENT IN CASE OF A MINOR CHILD/STUDENT (AGE
LESS THAN 18 YEARS) PARTICIPATING IN RESEARCH STUDY

Format:
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Your child has been invited to participate in this research study. You are requested to
read this consent form carefully and can ask as many questions as you like before you
decide whether you want your child’s participation in the research. You are free to ask

questions at any time before, during, or after your child’s participation.

= Name of principal investigator:

= Project title:

= | ocation:

= Phone:

o Describe the terms given below as they are described in generic consent form and
relate them in relation to child/student wherever applicable:

a. Purpose; 2. Procedures; 3. Possible risks or discomfort; 4. Possible

benefits; 5. Financial considerations for participation (if applicable); 6.

Payment to researchers (if applicable); 7. Available alternative

treatment; 8. Available medical treatment for adverse experiences (if

applicable); 9. Confidentiality; 10. Termination of research study; 11.

Available source of information, for any further query you may have

about this study or your rights as research participant, will be answered

by the Principal Investigator.
Authorization: | have read this parental permission form and have been given the
opportunity to ask questions. | give my permission for my child to participate in this
study.
Parent’s/ Guardian’s Name:
Parent’s/ Guardian’s Signature:

Date:

Child/student’s Name:
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Student’s Signature:
Principal Investigator Signature with Date:

Signature of person obtaining consent with Date:

C. WAIVER OF SIGNED INFORMED CONSENT /VERBAL/ORAL
CONSENT

Waiver of signed informed consent is given in those situations in which research
presents no more than minimal risk of harm to the subject and the research involves
no procedure for which written consent is normally required outside of the research
context or the consent document would be the only identifiable link between the
subject and the research and there would be potential harm to the subject if the
confidentiality of the consent document were breached.

Waiver of a signed consent may be granted for researches that involve activities like
drawing of additional blood samples when blood is already being obtained for clinical
reasons or blood donation, sampling of additional bodily secretions when such
secretions are already being sampled for routine procedures, researches using
guestionnaires without participant identifying information being recorded, researches
which involve interviews with participants, where again collected information cannot
be traced back to the person from which it was obtained and/or chart reviews as a
preliminary to other prospective studies.

= A waiver of signed consent may be granted to the PI, but it does not exempt an
investigator from the obtaining informed consent from the subject. In this form,
a research participation information sheet is read to the patient and signed by
the PI or a person delegated to obtain informed consent. A copy of the signed
information sheet must be given to the subject, a copy should be placed in the
subject’s record, and the investigator must keep the original form in his
research records.

» |nvestigators must be aware that procedures that physicians consider to be
minimal risk are not necessarily viewed as such by patients or research
participants. They should be sensitive to the subject's perception of the
procedure when classifying procedures as minimal risk.

= All of the elements of informed consent required in signed consent must be
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included. At the end of the information sheet include the following paragraph

verbatim and include the signature lines.

General Instructions

1. Purpose of research study: (Describe the intended goal of the research
and also that a sample of blood or tissue from the participant will be used
for genetic research)

2. Procedures: (Brief, clear explanation of procedures involved in a
chronological order and state how much time will be required for clinic visit
or for procedures; if blood is to be drawn, indicate the amount that will be
drawn in the participant’'s language; if there is a possibility that other
investigators might be given access to samples of genetic information for
research in the future, the participants must be informed of this and
specifically must consent to this possibility

3. Gathering of background information: (If there is any intention to gather
genetic information from the participant’'s medical records , permission must
be obtained for this too; in addition, if there is any intention to gather
information about participant’s relatives, the participant must be informed of
this possibility and the type of information gathered should be described; if
information from relatives will be collected, explain what measures will be
taken to protect the privacy of the participant’s relatives).

4. Duration of storage of samples/ specimens / information: (Provide
information to the subject about how long the samples will be used/stored.
If samples might be stored for potential future use or commercialization,
participants must be informed of this and should be given the option to
provide layered consent )

5. Risks and discomfort (Describe physiological, psychological and social
factors of discomfort or risks)

6. Safety (Describe about the safety precautions that will be taken during
study period)

7. Injury or enquiry (In case of any types of injury or enquiry, provide name
of supervisor and office phone number to contact)

Benefits (Brief description of any direct or indirect benefits to the subject)
Financial considerations for participants if any.
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10.

11.

12.

13.

14.

15.

16.

Alternative treatment if available ( including the option to participate in
the research and if the study involves an experimental treatment,
participants must be offered the option to participate in the treatment arm of
the study without participating in the genetic or tissue storage part of the
study)

Costs of the study: (mention if there are any costs to the participants;
inform participants of costs not covered etc.; if participants are
compensated for expenses associated with participation, indicate how the
amount will be paid etc..,)

Conflict of interest: (Mention that the participants’ samples will be used or
not used for commercial development, whether the developed products
might be patented or licensed to a company; mention if there are plans to
provide financial compensation for such use, financial conflict of interest etc
)

Confidentiality about the results/specimen/laboratory or any other data
(Describe steps to protect confidentiality of data in HMC or in other places;
who will be the recipient of such information; the fact that the participant’s
name will not be used for publication).

Identifiers: (Mention that the blood samples taken from the participants will
not be stored with your name or identifier; withdrawal from participation will
result in the destruction of all blood/tissue samples or genetic or other
information)

Subject access to genetic information: (If findings of the research are to
be disclosed to the participant, describe the disclosure procedures, who
would make the disclosure, to whom must be provided; participants are to
be informed if they will be contacted if the results of the study are found to
have clinical relevance in the future or for any other reason; also explain
that a participant may be informed of new findings that may affect the
participant or his/her wish to continue participation ; if no disclosures will
be made, explain why)

If the investigator is also the participant’s health care provider:
(Mention that the participant's health care provider is one of the
investigators in the research and that as an investigator , he/she is
interested in both the clinical welfare and the conduct of the study; the

participant can take a second opinion before entering the study or at any
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time during the study; the participant is not under any obligation to
participate in the research)

17.If employees of HMC /residents/ students etc are being included as
research participants: (A statement must be included that such
participation is purely voluntary and that he/she is free to choose to
participate/not to participate in the research; that he/she might withdraw
from the research at any time without any change in his/her relationship
with the investigator, the investigator’s department, HMC or his/her grades)

18. Consent: | have read (or someone has read to me), have understood this
consent form; have been given opportunity to ask questions, and also all
my questions have been answered to my satisfaction. By signing this form,

I willingly agree to participate in the research it describes.
I have fully explained to Mr./ Mrs..............ccooenenn.. the nature and purposes of the
above described research program. | believe that he/she understands the nature,
purposes and any risks of these studies. | have also offered to answer any questions
relating to these studies and have fully and completely answered all such questions.
Signature:

Date:

Name of the Investigator:

Title:

D. WAIVER OF INFORMED CONSENT

In general, RC Bylaws require that research subjects sign a consent document. Under
very specific circumstances, the RC may totally waive the requirement for obtaining
informed consents. The information below is intended to provide investigators with
clear guidelines regarding instances where informed consent may be waived.

A waiver of informed consent can only be granted when ALL 5 of the following are

applicable:
1) No more than minimal risk to the subject is involved; and
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Ao Ddp =

2) The research could not practically be carried out without the waiver; and

3) The research will not adversely affect the rights and welfare of the subject;
and

4) The subjects will be provided with additional pertinent information after
participation, whenever appropriate; and

5) Chart reviews & retrospective studies.

Definition _of minimal risk: The probability and magnitude of harm or discomfort

anticipated in the research are not greater in and of themselves than those ordinarily
encountered in daily life or during the performance of routine physical or psychological
tests. (A test or medication is indicated and needed for the subject condition according
to standard practice).

Note: A request for waiver of informed consent must be submitted to RC with the
research proposal.

For any query/clarification Researchers may contact Medical Research Centre via e-mail
(research@hmc.org.ga) or phone (+97444392440).

E. GENERIC SIGNED INFORMED CONSENT FORM FOR
GENETIC RESEARCH AT HAMAD MEDICAL CORPORATION
(HMC), DOHA, QATAR

(Format for the genetic consent form)

Format:
You are free to ask as many questions as you like before, during or after in this
research, you decide to give consent to participate in this research study. The
information in this form is only meant to better inform you of all possible risks or
benefits.

General information

Project title:
Name of Principal Investigator:
Names of co-investigators :

Address and phone number of :

General Instructions:

1. Each item given below has to be filled in. Please write NA, if not applicable.
2. One copy of this consent form must be given to the research participant.

3. One copy of the consent form must be filed in the subject’s file in the Medical
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10.

11.

12.
13.

14.

Records department.

Purpose of research study: (Describe the intended goal of the research and also
that a sample of blood or tissue from the participant will be used for genetic
research)

Procedures: (Brief, clear explanation of procedures involved in a chronological
order and state how much time will be required for clinic visit or for procedures; if
blood is to be drawn, indicate the amount that will be drawn in the participant’s
language; if there is a possibility that other investigators might be given access to
samples of genetic information for research in the future, the participants must be
informed of this and specifically must consent to this possibility

Gathering of background information: (If there is any intention to gather genetic
information from the participant’s medical records , permission must be obtained
for this too; in addition, if there is any intention to gather information about
participant’s relatives, the participant must be informed of this possibility and the
type of information gathered should be described; if information from relatives will
be collected, explain what measures will be taken to protect the privacy of the
participant’s relatives).

Duration of storage of samples/ specimens / information: (Provide information
to the subject about how long the samples will be used/stored. If samples might be
stored for potential future use or commercialization, participants must be informed
of this and should be given the option to provide layered consent )

Risks and discomfort (Describe physiological, psychological and social factors of
discomfort or risks)

Safety (Describe about the safety precautions that will be taken during study
period)

Injury or enquiry (In case of any types of injury or enquiry, provide name of
supervisor and office phone number to contact)

Benefits (Brief description of any direct or indirect benefits to the subject)
Financial considerations for participants if any.

Alternative treatment if available ( including the option to participate in the
research and if the study involves an experimental treatment, participants must be
offered the option to participate in the treatment arm of the study without
participating in the genetic or tissue storage part of the study)

Costs of the study: (mention if there are any costs to the participants; inform

participants of costs not covered etc.; if participants are compensated for expenses
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associated with participation, indicate how the amount will be paid etc..,)

15. Conflict of interest: (Mention that the participants’ samples will be used or not
used for commercial development, whether the developed products might be
patented or licensed to a company; mention if there are plans to provide financial
compensation for such use, financial conflict of interest etc ..,)

16. Confidentiality about the results/specimen/laboratory or any other data (Describe
steps to protect confidentiality of data in HMC or in other places; who will be the
recipient of such information; the fact that the participant’s name will not be used
for publication).

17. Identifiers: (Mention that the blood samples taken from the participants will not be
stored with your name or identifier; withdrawal from participation will result in the
destruction of all blood/tissue samples or genetic or other information)

18. Subject access to genetic information: (If findings of the research are to be
disclosed to the participant, describe the disclosure procedures, who would make
the disclosure, to whom must be provided; participants are to be informed if they
will be contacted if the results of the study are found to have clinical relevance in
the future or for any other reason; also explain that a participant may be informed
of new findings that may affect the participant or his/her wish to continue
participation ; if no disclosures will be made, explain why)

19.If the investigator is also the participant’s health care provider: (Mention that
the participant’s health care provider is one of the investigators in the research and
that as an investigator , he/she is interested in both the clinical welfare and the
conduct of the study; the participant can take a second opinion before
entering the study or at any time during the study; the participant is not
under any obligation to participate in the research)

20. If employees of HMC /residents/ students etc are being included as research
participants: (A statement must be included that such participation is purely
voluntary and that he/she is free to choose to participate/not to participate in the
research; that he/she might withdraw from the research at any time without any
change in his/her relationship with the investigator, the investigator’s department,
HMC or his/her grades)

21. Consent: | have read (or someone has read to me), have understood this consent
form; have been given opportunity to ask questions, and also all my questions
have been answered to my satisfaction. By signing this form, | willingly agree to

participate in the research it describes.
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Participant / Parent(s)/ Guardian’s Name:

Participant / Parent(s)/ Guardian’s Signature:

Child/Student’s Name:

Student’s Signature:

Date:

Witness Signature:

Principal Investigator’s Signature:

*Subjects must not be asked to release their relatives’ contact information without

obtaining their permission. Researchers are not permitted to contact relatives of the

proband without both the participant’s and the relatives permission.

** Studies that involve transfer of identified samples to other researchers will not be

approved, unless a compelling justification for the retention of identifiers is provided.

*** No information may be disclosed to anyone other than the research participant
without his/her permission. If such information will be disclosed to the participant’s

physician, permission for this must be taken from the Research Committee.

F. GENETIC INFORMATION IN YOUR SAMPLE: POSSIBLE
LIMITS TO INDIVIDUAL CONFIDENTIALITY

Every tissue or fluid sample contains genetic information. Recent studies have found
normal and disease producing genetic variations among individuals. Such variations
may permit identification of individual participants. Despite this possible limitation,
every precaution will be taken to maintain your confidentiality now and in future.

» Past research has identified that it is not always possible to predict future

research findings and new technologies. You should be aware
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that unforeseeable problems might arise from new developments. Possible
problems include insurance or employment discrimination based on genetic
information.

= (Sometimes genetic information suggesting different parentage is obtained
during research. The principal investigator does not plan to report such
findings to participants- if applicable)

= Within the limits imposed by technology and the law, every effort will be

made to maintain the privacy of your genetic information

G. PREGNANT WOMEN AND NEONATES

Pregnant women, fetuses and neonates involved in research are identified as ‘Special
populations’. There are additional requirements on investigators. These requirements
may vary, depending on the expected risks and benefits to the pregnant woman and
her fetus or neonate, the age of the pregnant woman, the study timeframe and the
expected viability of the neonate.
General principles for research that involves the pregnant woman alone, or the
pregnant woman and her fetus or neonate:
1. When the pregnant woman is an adult (18 years of age or older):Consent of only
the adult pregnant woman is required when the following conditions are met:
a. Either the risk to the pregnant woman and /or the fetus is not greater than
minimal and the purpose of the research is the development of important

biomedical knowledge that cannot be obtained by any other means Or

b. The research is more than minimal risk but holds out the possibility of
direct benefit to the pregnant woman or to both the pregnant woman and
her fetus.

Note: For either of these two conditions, identifiable private information about the
neonate during this hospitalization (i.e. birth) may be collected using this consent
process (i.e. a single consent form signed by the adult mother). If identifiable private
follow up information about the neonate will be collected over time an additional
separate consent form will be required due to the child now becoming a research
subject in his or her own right. Based on the follow up study’s level of risk, the RC can
determine whether the permission of one of the parents is sufficient, or whether the
permission of both parents is required. Usually, research that is minimal risk will

require the signature of only one of the parents.
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2. When the possibility of direct benefit or harm is limited solely to the fetus, consent
of both the pregnant woman (regardless of her age) and the father (if available) is
required.

3. Note: the father’s consent need not be obtained if he is unable to consent because
of unavailability, incompetence, or temporary incapacity, or if the pregnancy
resulted from rape or incest.

Format:

Read this consent form carefully and ask as many questions as you like before you
decide whether you want to participate in this research study. The information in this
form is not meant to frighten or alarm you, it is only meant to better inform you of all
possible risks or benefits. You are free to ask questions at any time before, during, or
after your participation in this research.

1. Project Title:

2. Principal Investigator:
3. Location:

4.  Phone:

5. Describe the terms given below as they are described in generic consent
form and relate them in relation to pregnant woman wherever applicable:

1. Purpose; 2. Procedures; 3. Possible risks or discomfort; 4. Possible benefits; 5.
Financial considerations for participation (if applicable); 6. Payment to researchers (if
applicable); 7. Available alternative treatment; 8. Available medical treatment for
adverse experiences (if applicable); 9. Confidentiality; 10. Termination of research
study; 11. Available source of information and

6. Authorization:

| have read consent form and have been given the opportunity to ask questions. By
signing this form, | willingly agree to participate in the research it describes and | give
too my permission for my child to participate in this study.

Name of the subject and her signature:
Date:
Child’s Name:

Principal Investigator Signature with Date

Signature of person obtaining consent with Date:

H. CONSENT IN CASES OF RESEARCH INVOLVING A
SPECIMEN IN A RESEARCH STUDY
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Format:

You are being asked to allow the Principal Investigator to use your specimen in a
research study. You are asked to consent to HMC for storage of your specimen for
future research- if researcher wants to store for further or future research. Specimen
means body or organ tissue, blood or other bodily substances that the researcher feels
is important to study in order to better understand the disease (describe). The
information only meant to better inform you of all purpose of research and any possible
risks or benefits so that you can decide whether or not to give your consent to
participate in this research study. You must read the following information and ask as
many questions as necessary to be sure that you understand what your participation

will involve.

Name of principal investigator:

Project title:

Location:

Phone:

Place where specimen will be stored:

Describe the terms given below as they are described in generic consent form and
relate them in relation to specimen wherever applicable: 1. Purpose; 2. Procedures; 3.
Possible risks or discomfort; 4. Possible benefits; 5. Financial considerations for
participation (if applicable); 6. Payment to researchers (if applicable); 7. Available
alternative treatment; 8. Available medical treatment for adverse experiences (if
applicable); 9. Confidentiality; 10. Termination of research study; 11. Available source
of information
Information about your sample:
You are asked to let the Principal Investigator know if you would like to receive
information about the results of this study. There are three choices about the
information you may receive. (Tick them):

e General information about what this study found ( or conclusion of the study);

¢ Specific information about what the study found about your sample.
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¢ You may choose not to receive any information. Research is a long and complicated
process. Obtaining general information from a project may take years. Even if there is
general information from a project, there may not be personal information for every

participant.

[. IN CASE THE AGE OF THE PREGNANT WOMAN IS LESS
THAN 18 YEARS OF AGE

If the pregnant woman is a ‘minor’ according to Qatari law and the research activity
focuses solely on her, she can not consent for her own participation in research;
consent from her parents or legally authorized guardian is required, as is her
permission and assent.

If the research includes both the pregnant minor and her neonate or infant, she can
assent for the research procedures involving her infant, but if she is also a participant
in the research; her legal guardian are still required to provide consent for her
participation. In this instance, the consent form would be signed by her (for the
research participation of her fetus or neonate) and by one or both parents (for her own
research participation). Both the protocol and consent form must describe the research
activities for both the mother and the neonate or infant.

With the above precautions, Investigators are advised to utilize the below mentioned
generic consent form.

Format:

Read this consent form carefully and ask as many questions as you like before you
decide whether you want to participate in this research study. The information in this
form is not meant to frighten or alarm you, it is only meant to better inform you of all
possible risks or benefits. You are free to ask questions at any time before, during, or

after your participation in this research.

Project Title:

Principal Investigator:

Location:

Phone:

Describe the terms given below as they are described in generic consent form and
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relate them in relation to pregnant women wherever applicable.

1. Purpose; 2. Procedures; 3. Possible risks or discomfort; 4. Possible benefits; 5.
Financial considerations for participation (if applicable); 6. Payment to researchers (if
applicable ); 7. Available alternative treatment; 8. Available medical treatment for
adverse experiences (if applicable); 9. Confidentiality; 10. Termination of research
study; 11. Available source of information.

Authorization: | have read this parental permission form and have been given the
opportunity to ask questions. By signing this form, | willingly agree to participate in the
research it describes and | also give my permission for my child to participate in this

study.

Legal Guardian’s signature

Date:

Child’s Name:

Name of the subject and her signature:

Principal Investigator Signature with Date:

Signature of person obtaining consent with Date:

Format of Consent forms used at HMC

Signed informed consent

Waiver of signed informed consent
Waiver of informed consent
Genetic Consent (A-D)

o Dd -

Reference: Please check HMC intranet web portal for more information with the following link:

http://intranet/deptportal/show news.asp or please refer page No: in this booklet
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http://intranet/deptportal/show_news.asp

SECTION IV

MODIFICATION IN THE DOCUMENTATION OF THE INFORMED CONSENT

(Waiver of Sighed Consent)

In general, RC bylaws require that research subjects sign a consent document. Under
very specific circumstances, the RC may waive the requirement for the subject’s
signature on a consent document.

The information provided below is intended to provide investigators with clear
guidelines regarding instances where the RC may waive the need for a subject’s
signature on a consent document.

Investigators are cautioned that each waiver that is requested will be considered at a
convened meeting of the RC on a case-by-case basis within the framework provided
by these guidelines, and that the RC will consider a broad spectrum of factors before a

waiver is granted

Signed consent may only be waived in those situations where either:

1. The research presents no more than minimal risk of harm to the subject
AND the research involves no procedure for which written consent is

normally required outside of the research context, OR
2. The consent document would be the ONLY identifiable link between the
subject AND the research and there would be potential harm to the subject

if the confidentiality of the consent document were breeched.

Situations in which waiver of a signed consent may be granted include:

1. Drawing of additional blood samples when blood is already being obtained for
clinical reasons or blood donation;
2. Sampling of additional bodily secretions when such secretions are already

being sampled;

3. Questionnaires

4. Interviews
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5. Chart reviews

Investigators must be aware that procedures which physicians consider to be minimal

risk are not necessarily viewed as such by patients or subjects.

They should be sensitive to the subject’s perception of the procedure when classifying

procedures as minimal risk.

Thus it is unlikely that the RC would approve a waiver for any invasive procedure, (e.g.

venipuncture, catheterization, skin biopsy, etc.) that is performed solely for research

purposes despite the fact that such procedures do not normally require written

consent.
When requesting a waiver of signed content, The RC form “Request for Modification in

Documentation of Informed Consent” must be completed and submitted with the

application form. A copy of this form is included in the Forms Sections.

Waiver of signed Consent Format

A waiver of signed consent does not exempt an investigator from obtaining informed

consent.

The first part of the consent form (Research Participation Information sheet) is read to
the patient and signed by the PI or a person delegated to obtain informed consent. A
copy of the signed information Sheet must be given to the subject, a copy should be
placed in the subject’s chart, and the investigator must keep the original form in his /

her research records.

All of the elements of informed consent required in signed consent must be included.
At the end of the information sheet include the following paragraph verbatim and

include the signature lines:

I have fully explained to Mr. / Mrs. the nature and purposes of

the above described research program.
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| believe that he/she understands the nature, purposes and any risks of these studies.

| have also offered to answer any questions relating to these studies and have fully

and completely answered all such questions.

Signature Date

Print Name Title
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SECTION V
PEDIATRIC SUBJECTS IN RESEARCH STUDIES

The enroliment of pediatric subjects requires that the research participant information
sheet worded as “You/Your child”. This is required because permission must be
obtained from the parent and, in instances as specified below, the assent of the child
must be obtained. In addition, documentation must be kept that assent was obtained

freely and without coercion.

1. ADDITIONAL PROTECTIONS FOR CHILDREN

1.1 For research not involving greater than minimal risk:

Research that presents no greater than minimal risk [defined as 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 tests] may only
be performed if adequate provision is made for obtaining the assent (an affirmative
agreement to participate in the research) of the child and the permission of the parent

or guardian.

1.2 For research involving greater than minimal risk but presenting the prospect

of direct benefit to the individual subjects:

Research that offers direct benefit to the individual and is likely to contribute to the

subject’s well being but has greater than minimal risk may only be performed if:

a. The risk is justified by the anticipated benefit;
The relation of the anticipated benefit to the risk is at least as favorable to the
subjects as that presented by available alternative approaches; and

c. Adequate provision is made for obtaining the assent of the child and the
permission of the parent or guardian.

1.3 For research involving greater than minimal risk but no prospect of direct

benefit to individual subjects, but likely to vield information regarding the

subject’s disorder condition:

69 HAMAD MEDICAL CORPORATION
RESEARCH COMMITTEE
18/05/2011



Research that involves greater than minimal risk but likely to yield information

regarding the subject’s condition may only be performed if:

a. The risk is a minor increase over minimal risk;
The research presents subjects with experiences that are commensurate with
those in their actual expected, medical dental, psychological, social or educational
situations;

c. The research is likely to yield generalizable knowledge of vital importance to
understanding or ameliorating the subject’s condition; and

d. Adequate provision is made for obtaining the assent of the child and the

permission of the parent or guardian.

1.4 For research not otherwise approvable which presents an opportunity to

understand, prevent or alleviate a serious problem affecting the health or

welfare of children:

Research in this category may require the approval of the SCH in addition to the RC

approval.

2. REQUIREMENTS FOR PERMISSION BY PARENTS OR
GUARDIAN AND FOR ASSENT BY CHILDREN

2.1 Provision must be made for soliciting the assent of children when in

the judgment of the RC the children are capable of providing assent.

a. It is important to note that failure to object to participate as a
research subject cannot be construed as assent.

b. When applicable, a certification of assent form must be completed
to document that assent was freely obtained and without any
coercion. Investigators must maintain each signed certification of
assent form on file with the consent document as signed by the
parent or guardian and other research records relevant to the

individual research subject.
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2.2 Provision must be made for soliciting the permission of each child’s paren

ts or guardian and the permission must be documented in the consent

document:

a. The RC may require permission of only one parent if the research involves no
greater than minimal risk or involves greater than minimal risk but presents the
prospect of direct benefit to the individual subjects.

b. If the research involves greater than minimal risk and offers no prospect of direct
benefit to individual subjects or the research is not otherwise approvable but
presents an opportunity to understand, prevent, or alleviate a serious problem
affecting the health or welfare of children, permission must be obtained from both
parents, unless one parent is deceased, unknown, incompetent, or not reasonably
available, or when only one parent has legal responsibility for the care and
custody of the child.

2.3 Under very special circumstances the RC may waive the requirement for

parental consent:

Waivers can only be granted for conditions or for a subject population for which
parental or guardian permission is not a reasonable requirement to protect the
subjects (e.g. neglected or abused children), if an appropriate mechanism for
protecting the child is provided, and if the waiver is not inconsistent with regulations

and laws of the State of Qatar.

3. PEDIATRIC ASSENT GUIDELINES

All Pediatric research subjects should be fully informed about a research study, in
language appropriate for their age, maturity and previous experiences, whether assent
is to be requested or not.

This information can be provided verbally and should include all tests and procedures
to be performed, frequency of interventions, duration of participation in the study, risks,
discomforts and potential benefits.

The child should be encouraged to ask questions, all of which should be answered.
Depending on the nature of the study and on the maturity, psychological state and
previous experiences of the child, assent should be obtained, and documented, from
children ages 14 and older. ?

For children ages 13 — 14, assent should be obtained and documented unless the
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child’s pediatrician considers him/her to be too immature to provide a true assent.
Children age 7 — 11 should be fully informed about the research, using language
appropriate to their age or maturity, and documented assent should be obtained from
those deemed capable of making a meaningful decision.

Below age 7, information about study should be provided in a manner appropriate to
child’s age, but documented assent need not be obtained.

When enrolling minors into therapeutic research studies of potential therapies for their
severely debilitating or life — threatening illness, the patients should be fully informed
about the nature of the study and should be included in discussions of their
participation, as is common pediatric practice. In such situations, however,
documented assent need not be obtained since the wishes of parents or guardian
would prevail. It would be inappropriate to ask for assent since a refusal by the child

could be over — ruled by the parents or guardian.
4. Documentation of Assent

The assent as given by the subject must be documented by a withess who is not a
family member and not associated with the research study. The signed certification

must be retained in the research study records.

If the documented assent is not obtained from minors, above 11 (ages 12 and older)
the reason for not obtaining assent must be noted in the research record for that

subject.
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SECTION VI

STUDIES ONLY INVOLVING BLOOD DRAWING

There are a number of research projects in which the drawing of blood is the only
research activity, which involves human subjects. In these projects, one of two
situations may exist.

In_the first, an additional sample maybe obtained at the time of venipuncture for

clinically indicated reasons. Signed consent for the drawing of additional blood

may be waived and investigators proposing such protocols should refer to the

guidelines for waiver of signed consent prior to submitting their proposal to the
Research Committee.

Venipuncture may also be performed independent of any clinical procedure, such as
occurs when obtaining samples from normal controls. A sample consent intended to
be used as a model for all studies involving independent venipuncture, except those

studies in which blood is drawn for HIV-antibody or Hep testing, is detailed below.

Investigators are strongly urged to make use of this model, as it will hopefully prevent
the need for revisions.

Model of consent for blood drawing

You are being asked to participate in a research study. The purpose of this study is

. You qualify for participation in this study

because you have / you are a normal, healthy individual. There will

be subjects enrolled in this study in this upcoming year.

Your participation in this study will involve drawing a blood sample from a vein in your

arm. The total amount  drawn will not exceed — --—----m-mmmmem--
teaspoons/tablespoons/ounces each time. We will draw blood --------------—- times,
approximately once every days/weeks/months.

You will/will not be informed of the results of these tests. You may experience some
minor pain and may develop a black and blue mark as result of the blood drawing. You
may experience some minor pain and may develop a black and blue mark as result of
the blood drawing. You will receive QR. ------------- for your time and expenses incurred
as a result of participating/will not receive any financial compensation for participating.

While there is no direct benefit to you, it is hoped this study will yield more information

about . You may withdraw from this study at any time by

informing the individual drawing your blood or by contacting the Investigator.
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SECTION VI
FORMS

GUIDELINES FOR SUBMISSION OF A RESEARCH PROPOSAL

Plan your application carefully before you commence writing.

Establish deadlines for the preparation of the proposal.

Write your proposal according to the Research Committee application formats. Use
basic English. Number all pages.

Have your proposal reviewed and proof - read by an objective colleague, if possible.
This will draw your attention to some issues in your proposal that you may have
overlooked.

If an Investigator wishes to participate in a multi-centre study which has been initiated
and previously approved by an acknowledged academic, medical or research
institution, he/she can submit a copy of that proposal and indicate the exact
contribution/involvement of HMC in the covering letter. Such proposals may be eligible
for an Expedited Review.

The Principal Investigator (Pl) should submit the proposal with all relevant forms
completed to the Chairman of Research Committee.

The Research Committee office screens the proposals for compliance with submission
guidelines, forwards them for peer review and sends them to the appropriate committee
(s) for evaluation. Only completed submissions will be processed. Incomplete
submissions will be returned to the PIl. The PI will be informed of the receipt of the
complete proposal by the Research Committee Office and will be contacted if the
Committee(s) requires clarification or recommends modification. The Research

Committee Office will communicate the final decision to the PI.
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Research proposal submission form

For Medical Research Centre use ONLY

Date of receipt

ID Number

Budget

Amount requested

Amount granted

1. Title of the project:

2. Principal Investigator(s):

Name

Title Department

Contact details

(Tel/Bleep/E-
mail)

Signature

3. Address for Correspondence: (with Telephone/Bleep/Mobile Nos. and e-mail

address)

Name of Head of Section(s)

Sighature

Department(s)

Name of Chairman/Director of the

Sighature
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5. Co-Investigators:

Name

Title

Department

Signature
Contact details

(Tel/Bleep/E-mail)

6. Details of previous research projects submitted in HMC:

TITLE

Investigators

AMOUNT Duration Status
GRANTED
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7. Background:

(Description of topic and with justification (rationale) of the study by stating the problem and its
public health importance) (Recommended length is around 2 pages)

8. Objective of the study

8(a) Goal of the study: (State the goal you need to achieve)

8(b) Specific Objective: (State the details of each objective that will finally lead to
achievement of the goal)

8(c) Secondary Objective: (There are subsidiary objectives that could be studied during the
course of the project but are not the main objective of the study, they are optional and vary
according to the type of the study):

9. Materials and Methods: (Describe the research methods that could best achieve the
study objectives. These cover items 9.a to 9.g)

9. a. Study area/setting: (Describe the area or setting where the study will be
conducted.)

9. b. Study Subjects: (Inclusion and exclusion criteria of the study subjects should be
mentioned)
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9. c. Study Design: (Mention the type of study design to fulfill aims & objective of the study
(eg. retrospective, cross-sectional, case- control, cohort, intervention study, etc.)

9. d. Sample Size: (Mention the input criteria for sample size estimation like existing
prevalence rates, previous study data, pilot study results etc...)

9. e. Sampling Technique: (Mention the sampling technique that will be used in order to
obtain a representative sample for your target population- this could be probability(random) or
non probability techniques )

9. f. Data Collection methods, instruments used, measurements:

9. f. 1. Describe the instruments used for data collection (Questionnaire, Observation
recording form, Survey forms, instruments etc. and studied variables included from these
instruments with references should be described. Methods used to test for the validity and
reliability of used questionnaire, recording forms and survey forms should also be described)

9. f. 2 Procedure of data collection, how the data will be collected?

(Please describe in detail)
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9. f. 3. Describe the quality control measures and good practices followed during the
study implementation (e.g. Good laboratory practices (GLP), Good Clinical Practices (GCP),
methods used to make sure that data collected is accurate, methods used to ensure reliability
and validity, methods used to ensure compliance of research with the research protocol,
methods in place for ensuring data safety etc .., can be described here)

9. f. 4. Study definitions should be mentioned (e.g. Define all the important variables
mentioned in the study with their references)

9. g. Data Management and Analysis plan:

(Describe the analysis plan, tests used for data analysis and statistical package(s) used)

10. Implications of study results on disease/public health problem control:

(Expected results and a description of the diseases or public health problem that the
researcher hopes to control or decrease as a result of this study, which might give clues for
future research)

11. Areas of Inteqgration of research activities (If applicable)

(E.g. integration of research activities related to more than one disease- these might be
extrapolated from the secondary objectives or may be the results of the study which revealed
areas which could benefit because of collaborative research etc . has to be described,)

12. Bibliographic Reference:

(Reference all articles relevant to study used in background for review of literature)
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13. Ethical consideration:

13. a. Informed Consent form

(It is a process in which a subject/patient learns key facts about a trial including potential risks
and benefits, before deciding whether or not to participate in the study. Informed consent
continues throughout the study and used according to research designs. Informed Consent
Form is available on the intranet portal of the Medical Research Center and which should be
translated into a language understood by the research participant)

13. b. From whom and how will consent be obtained? (Participant or legally authorized
representative and Research Committee (in case of retrospective study) should be indicated
here)

13. c. Confidentiality: (How and where will the study data can be stored and secured and
how will subject’s confidentiality be protected, who will have access to confidential research
information etc..,)

14. Other funding agency:

Is your study funded by another funding agency? (If yes, specify the agency and available
funds)

15. Required reports:

15. a. Research Reports: (A progress report should be submitted in every 6 months of the
project’s implementation and a final report at the completion of the project. A list of participants
recruited into the clinical trial should be submitted to the MRC at the end of every month where
as a progress report should be submitted in every 6 months and final report at the completion
of the all types of projects. If the study duration extends beyond a year, an application for
extension with progress report must be submitted to the Research Committee to review and
renewal of the project. Once research is published, copy of the published article should be
submitted to MRC for updating database.)
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15. b. Strategies to enhance the dissemination and utilization of results.( Mention the
measures that might be taken to make the research findings generalizable knowledge- could
include departmental meetings, journal clubs, articles etc

16. Timeline:

(Please indicate the activities to be conducted and mark(X) the corresponding month on the
Gantt chart. The research team should be strongly committed to these timelines and to submit
the reports on time. )

Task Month
Getting the final 1 213 4 5 6 7 8 91 10| 11| 12
approval of the

project

Design of the
questionnaire

Data collection

Data analysis

Writing up

Progress Report

Final report .
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17. Budget (requirement of each item should be justified)

Budget Breakdown

Unit cost

(Qrs.)

Budget (Qrs.)

Other
Sources

(Qrs.)

Material (Supplies & Equipments)

Manpower (if any)

HMC staff (if any)

Personnel appointed from outside HMC (if
any)

Personnel appointed from outside Qatar (if
any)

Subtotal

83
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Local Travel

Travel outside Qatar (if any)

Patients Cost (if any)

Training (if any)

Education (if any)

Others (please specify and justify)

Grand Total
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18. INVESTIGATORS ASSURANCE FORM

Title of Proposal:

The Investigators named below affirm that they:

1. Will have a substantial contribution and adhere to the approved proposal.

2. Will abide by the rules and regulations guidelines’ of the Research Committee, HMC for
intellectual property, conflict of interest, authorship and financial issues.

3. Will submit progress and final reports and correspond with the Research Committee in a
timely manner (Principal Investigator).

4. Will accept responsibility to maintain original data and consent forms and submit them
for review if requested.

5. Will use scientific rigor and integrity in obtaining, recording and analyzing data; and in
reporting and publishing results according to Good Clinical Practice (GCP) and Good
Laboratory Practice (GLP) Guidelines.

6. Will be responsible to inform adverse event within one working day, to Research
Committee, HMC, at 4392440,4396166, email: research@hmc.org.qa (applicable only
for clinical trials)

7. Have completed the CITI training and obtained the certification

Name (s) of PI (s)

and Co-PI (s) Designation Department Signature | Date

Note: Research Committee (RC) approves a project only for a maximum period of 365
days. To renew the approval period of a project, the investigator must submit a progress
report to the RC for review and renewal of the approval.
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CHECK LIST FOR INVESTIGATORS

Signature(s) of Principal Investigator(s) (PI(s)) and Co-Investigator (s)

Head/ Chairman’s Signature of Pl (s) department/ Section

Curriculum Vitae of PI.

Consent Form both in Arabic and English (Signed informed consent/ Informed consent
i.e. Verbal or Oral

Investigator(s) assurance form.

Prepared Data sheet/ Questionnaire for data collection.

Budget details (if required).

CITI Certificate for HMC Researchers

Conflict of interest ( Statement of interest form)

0. One copy of the proposal should be sent by email to research@hmc.org.qa and one
hard copy of the same should be delivered to The Chairman, Research Committee,
Medical Research Center, Building No. 20, 3" Floor, Hamad Medical City, HMC. Tel.
Extn. 439 2440 / Fax: 439 5402. E-mail: research@hmc.org.qga.

BN =

SOVoNOoO

Procedure for Letter of Endorsement:

Letter of endorsement from Dean of the organization or equivalent in support of the research
proposal and  the Principal Investigator(s), verifying that the proposal complies with the
organization’s policies and certain QNRF policies stated in the RFP will be provided to QNRF
only to those research proposals submitted to Medical Research Centre. Investigators are also
advised to read carefully all the rules and regulations from the website: www.gnrf.org

Other Information: (if needed, please add any further information).

Note: Researchers may contact Medical Research Centre for study design, sample size
calculations, sample technigues, and terminology used in the Submission Form for clarification.
Researchers are also advised to read about intellectual property, conflict of interest, authorship
and financial issues from departmental intranet portal
http://intranet/deptportal/dept homepage.asp Medical Research Centre in rules and guidelines
for submission of research.
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CASE(S) REPORT SUBMISSION FORM

For Medical Research Centre use ONLY

Date of receipt

ID Number

Budget

Amount requested

Amount granted

1. Title of the project:

2. Principal Investigator(s):

Name

Title

Department

Contact details

(Tel/Bleep/E-mail)

Signature
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3. Address for Correspondence: (with Telephone/Bleep/Mobile Nos. and e-mail

address)

4. Name & Signature of Department Chairman/Head:

5. Co-Investigators:

Name

Title

Department

Contact details

(Tel/Bleep/E-
mail)

Signature
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6. Details of previous research projects submitted in HMC:

TITLE Investigators AMOUNT | Duration Status
GRANTED
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7. Background:

(Description of Case(s) and Case(s) with justification of the study by stating the problem
and its public health importance)

8. Materials and Methods:

8. a. Study area/setting: (Describe the area or setting where the study
is conducted.)

8. b. Number of case(s)

8. c. Data Collection methods/procedure, instruments used, measurements
collected: (Describe procedures followed for Case(s))

9. Implications of study results on disease control:

(Expected results and potential contribution of the project to the relevant control program)

10. Bibliographic Reference:

(Mention articles relevant to the study used in review of literature in background)

11. Ethical consideration:

11. a. Consent form
(Attach copy of consent of treatment / photographing / videotaping and other
imaging of patient(s) followed by HMC policy)

11. b.Confidentiality :(How will subject(s) confidentiality be protected in results and
publication?)
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12. Budget (Requirement of each item should be justified)

Budget Breakdown(Please specify and Unit cost Budget Other
justify) (Qrs.) Sources
(Qrs.) (Qrs.)

13. Other Information: (if needed, please add any further information).

Note: Researchers may contact Medical Research Centre for study design, sample
size calculations, sample techniques, and terminology used in the Submission Form for
clarification and may take help from departmental intranet portal
http://intranet/deptportal/dept homepage.asp Medical Research Centre for rules and
guideline

14. Investigators Assurance Form

The Investigators named below affirm that they:

1. Will have a substantial contribution and adhere to the approved case(s) report.

2. Will abide by the rules and regulations guidelines’ of the Research Committee,
HMC for intellectual property, conflict of interest, authorship and financial
issues.

3. Will accept responsibility to maintain original data and consent forms (when
applicable) and submit them for review.

4. Will use scientific rigor and integrity in reporting and publishing according to
Good Clinical Practice (GCP) and Good Laboratory Practice (GLP)

91
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Name (s) of Pl (s) and
Co-PI (s)

Designation

Department

Signature

Date
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Application for Authorization to Use Laboratory Animals in
Research and Teaching or Testing

Instructions

General

The Supreme Health Council (SCH) and the Hamad Medical Corporation (HMC) require
the Animal Care Committee and Use (IACUC) of HMC to review and approve all
proposals intended to use laboratory animals in Research, Teaching or Testing. The use
of animal tissue for the same intended purposes must also be reviewed by the IACUC.
Both animal and animal tissue Proposal Applications are available from the HMC'’s
Medical Research Centre (4439-2440). No activity involving animals may be conducted
at HMC without prior review and approval by the IACUC. The use of plants, bacteria,
protozoa or invertebrate animals is excluded from the IACUC review process.

Proposal Preparation and Submission

Applicants who wish to use animals in Research, Teaching or Testing initiate an IACUC
review by completing a Proposal to Use Laboratory Animals in Research Teaching or
Testing. Please read the directions carefully and answer each question.

¢ Be concise, specific, and use terms that nonscientists can understand.

¢ All Proposals should be submitted in typed form. A copy of the proposal form is
available in Microsoft Word from the Administrative Office of the Medical
Research Centre (439-2440) or on the Intranet at:
http://intranet/deptportal/show _news.asp .

¢ Proposals submitted using word processing techniques should adhere to the
font/type set on the form. If, due to print or other equipment constraints,
alternate font/type commands are used, Applicants should be certain that
responses can be easily distinguished by duplicating the proposal in a bold
format and printing responses in regular (non-bold) type.

e Completed proposals must be submitted electronically in Word or PDF format to:
research@hmc.org.qa . A hard copy of the signature page, with original
signatures, should be forwarded to the Administrative Office of the Medical
Research Centre at the following address:

Administrative Office

Medical City

Medical Research Centre
Building 20, 3™ Floor, Room 2

New Proposals

General

All sections listed in the Proposal Application must be completed. If more than one

species is to be used, an additional set(s) of sections VII and VIII must be

completed. Use additional space if there is insufficient space on the form (there is not

limit for the space provided in the form except for the last section, i.e. Lay Research
HAMAD MEDICAL CORPORATION
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Summary. A copy of any associated grant applications or other related information (if
applicable) must also be submitted.

Proposals That Involve Hazards

Proposals that include the use of hazardous agents, such as toxic or dangerous
chemicals, carcinogens, microbials, or research associated with radiation risks or
recombinant DNA will be reviewed by the IACUC after consultation with the Occupation
Health and Safety (OHS) Office at the HMC. IACUC Approval is contingent upon the
OHS Safety Approval.

Modifications of Previously-Approved Proposals

IACUC approval to use laboratory animals in Research and Teaching is granted for a
period of three (3) years and is subject to annual review. Annual review is required by
the Supreme Health Council and continuation of approval will be accomplished through
communication(s) with the Project director/Principal Investigator. A new application,
which is reviewed de novo, must be submitted at the end of three years. During the
three-year approval to use animals, it is the responsibility of the Project Director to notify
the IACUC of any change in the protocol (e.g., animal species, animal use, personnel,
procedures, project classification, funding source(s), study site, and/or use of hazardous
materials). Modifications are reported by submitting a complete revised electronic
version of the Proposal that includes all changes (please change the font or highlight the
changed areas to facilitate review). A hard copy of the revised signature page is also
required. Signature of Department Chair is only required if the modification includes a
significant increase in the number of animals used (over 25%), laboratory location, or a
change in project pain/distress classification. The revised Proposal must be
accompanied by a cover letter that clearly identifies those sections of the proposal that
have been revised and the justification for each revision.

Project Directors/Principal Investigators must reconcile actual and estimated animal use
during annual review of proposals. The aim of such reconciliation is confirm the log
record of animal purchase. A reduced estimate of animal use is handled administratively
and does not require a formal modification. Any request to increase animal numbers,
does, however, require a Proposal modification.

Instructions for Specific Form Sections:

Section IV, Signatures and Approvals

Please note: Except for research sponsored by the Medical Research Centre of HMC,
funding agencies including Qatar National Research Fund (QNRF) require that the
institution *verify, before award, that the IACUC has reviewed and approved those
components of grant applications and contract proposals related to the care and use of
animals. It is the PIl’s responsibility to ensure that experiments, procedures, efc.,
described in grant applications are included in an approved IACUC Proposal. All work
involving animals must be approved by the IACUC regardless of what may or may not
be included in a grant application. Failure to ensure this consistency could be
interpreted as a breach of the contract with the granting agency and could threaten
future funding from that agency.

HAMAD MEDICAL CORPORATION
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Section V. A., Project Goals

The response to this item should be in adequate detail such that the reviewers will
understand what will actually be done to each individual animal. Timelines and tables
are not required, but may be of assistance in ensuring reviewers’ understanding.
Section V.B., Project Director/ Principal Investigator Assurance that proposed
work is not unnecessarily duplicative

Research ethics require that that a Project Director/ Principal Investigator “must provide
written assurance that the proposed activities do not unnecessarily duplicate previous
experiments.” The IACUC must be assured that the Project Director/ Principal
Investigator has made a “reasonable good faith effort” to determine that the proposed
study is not unnecessarily duplicative and, therefore, minimizes the use of animals. To
satisfy the requirements, the Project Director/ Principal Investigator must make a “good
faith review of available sources” (e.g., Biological Abstracts, Index Medicus, Current
Research Information Service, Animal Welfare Information Center) and communicate
review sources and results in the assurance statement. For information on ways in
which this requirement may be met, including the Internet addresses of the sources
listed; please contact the Administrative Office of the Medical Research Centre (439-
2440).

Section V.C., Project Director/ Principal Investigator Assurance that there is no
alternative to animals to do the proposed work

Research ethics require that a Project Director/ Principal Investigator always consider
replacement of animals (especially vertebrates) with other research tools like
mathematical modeling and computer simulations. Replacement also means choosing
lower order animals, i.e. mice over swine.

Section VI. Project Participants

Training requirements are outlined in the IACUC Policy entitled, “Required Training.”
Effective January 2011, all participants must complete Level Il Training within 90 days of
IACUC authorization to serve as participants in the proposed project.

Section VII. A. Classification of Study

Project Directors/Principal Investigators are required to classify animal use according to
the following scheme:

Class | - Studies in which animals will experience no pain or distress greater
than that produced by routine injections or venipuncture and will therefore
receive no pain-relieving agents.

Class Il - Studies in which there is a potential for pain or distress which is
minimized or eliminated by anesthetics, analgesics, and/or
tranquilizers. Examples include biopsy, endoscopy, vascular cut-down,
footpad injections, use of adjuvants, implantation of chronic catheters, as
well as survival and non-survival surgery.

Class Il - Studies in which animals will experience pain or distress greater than
that produced by routine injections or venipuncture and will not receive
pain-relieving agents. Examples include exposure to agents or radiation
levels that cause serious illness, research involving significant stress, or
procedures involving prolonged restraint.

Note: Studies characterized by the likelihood of severe, prolonged unrelieved pain or
distress will not be considered by the IACUC without comprehensive and explicit
scientific justification.

HAMAD MEDICAL CORPORATION
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Section VIII. Experimental Protocol for Animal Species Described

Research ethics requires that Project Directors/Principal Investigators consider
alternatives to painful procedures. An alternative is any procedure which results in the
reduction in the numbers of animals used, refinement of techniques to minimize pain,
or replacement of animals. With respect to pain, a painful procedure, as applied to
animals, is defined as the one "that would reasonably be expected to cause more than
slight or momentary pain or distress in a human being to which that procedure was
applied, that is, pain in excess of that caused by injections or other minor procedures"
regardless of whether or not the pain can be relieved with analgesics. For Class Il and
Il Proposals, Project Directors/Principal Investigators must provide a written narrative
description of the methods and sources used to determine that alternatives
(reduction of animal numbers, minimization of pain/distress, and/or replacement
of animals) were not available (e.g., Biological Abstracts, Index Medicus, Current
Research Information Services, Animal Welfare Information Center). In order to satisfy
research ethics requirements, “the minimal written narrative should include the
databases searched or other sources consulted, the date of the search, the years
covered by the search, and the key words and/or search strategy used when
considering alternatives or descriptions of other methods and sources used to determine
that no alternatives were available to the painful or distressful procedure. The narrative
should be such that the IACUC can readily assess whether the search topics were
appropriate and whether the search was sufficiently thorough.” The replacement of
animals with a non-animal model, the reduction of animal numbers, and/or the
refinement of study protocol to reduce pain or stress must be addressed. Additionally,
those study protocols that may include elements of pain or distress for which pain
relieving agents will not be provided (Class Il proposals), Project Directors/Principal
Investigators must include written scientific justification for withholding such agents.
Justification must be presented in a format similar to that described above (See Class
lll, Section VII). For additional information on ways in which this requirement may be
met, including the Internet addresses of the sources listed; please contact the
Administrative Office of the Medical Research Centre (4439-2440).

Section VIII.LF. Anesthesia/Analgesia

Although the use of pain-relieving drugs (sedatives, anesthetics, analgesics) should be
described in the body of the Proposal, each drug used should also be included in
section VIII. F. to ensure that all required information is provided.

Section IX, Lay Research Summary

A non-technical summary of the proposed research is required. The summary must
express the significance attached to the project and reasons for which it has been
proposed. The summary may be needed for public information purposes and should be
written in terms which nonscientists can easily understand.

Animal Procurement

A copy of the IACUC proposal with the signature of the |JACUC Chairperson and
assigned Proposal number_will be returned to the Project Director/Principal
Investigator. IACUC approval is required before animals may be purchased or
otherwise acquired for the research project. Animal orders must indicate an approved
IACUC Proposal number and only the species and number of animals approved may be
ordered. Project Directors/Principal Investigators are required to maintain an Animal
Procurement log book as a reference document to the IACUC’s annual review.
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References:

“Principles for the Utilization and Care of Vertebrate Animals Used in Testing, Research
and Training”

“Animal species covered by the Animal Welfare Act”

“Animal Care Regulations”

“The Guide for the Care and Use of Laboratory Animals”

Supreme Council of Health documents “Laboratory Animal Welfare Guidelines” and
“Terms of Reference for Animal Care Committees”

Definitions
Replacement: Replace animals with other research tools or techniques to adequately
address the research question. For example use of in vitro methods, mathematical
modeling or computer simulations instead of animals whenever possible. It also means
replacing higher order vertebrate animals with lower order animals whenever possible.
Examples: “Microorganisms, plants, eggs, reptiles, amphibians, and invertebrates may
be used in some studies to replace warm-blooded animals. Alternately, live animals may
be replaced with non-animal models, such as dummies for an introduction to dissection
for teaching the structure of the animal or the human body, mechanical or computer
models, audiovisual aids, or in vitro modeling.”
Reduction: Means minimizing the number of animals needed to perform an experiment
or teach a concept.
B Examples “Performing pilot studies to determine some of the potential
problems in an experiment before numerous animals are used
B Designing a study to utilize animals as their own controls.
B Gathering a maximum amount of information from each animal, perhaps
gathering data for more than one experiment concurrently
B Consulting with a statistician to use only the number of animals required to
achieve significance
B Minimizing variables such as disease, stress, diet, genetics, etc., that may
affect experimental results
B Performing appropriate literature searches and consulting with colleagues to
ensure that experiments are not duplicated
B Using the appropriate species of animal so that useful data is collected
B Again Replacement whenever possible.

Refinement: Means refining experimental protocols to minimize pain or distress
whenever possible.

B Examples” Identifying pain and distress and making plans for preventing or

relieving them.

B Setting the earliest possible endpoint for termination of the experiment before
the animal experiences any ill effects.
Receiving adequate training prior to performing a procedure.
Using proper handling techniques for animals.
Ensuring that drug doses are correct and that the drugs used are not expired.
Ensuring that procedures to be performed on the animal are reasonable for that
species.
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Using appropriate analgesics and anesthetics for potentially painful
procedures.

Performing surgeries and procedures aseptically to prevent infection.
Performing only a single major survival surgery on any one animal, whenever
possible.

Performing appropriate post-surgical care, including thermoregulation and fluid
balance.

HAMAD MEDICAL CORPORATION
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Any changes to animal use beyond what is described in an IACUC-approved Proposal
to Use Laboratory Animals in Research and Teaching (“Proposal’) are prohibited.
Alterations to animal use protocol must be reviewed and approved by the IACUC before

occurring.

FOR ACC USE ONLY
PROPOSAL#

CLASSIFICATION(S)

PROPOSAL TO USE LABORATORY ANIMALS IN RESEARCH AND TEACHING

(PLEASE TYPE SPECIES i.e mice and rats)

I. ADMINISTRATION

Project Director/Principal Investigator (Individual with responsibility for the proposed

study):

Name Title
Department Division
Address (Bldg./Room#)

Phone Number E-mail ID
FAX #

Co-Director(s)/Co-Investigators

Project Title

Funding Source(s)

Please list the title and grant number of all grants post-awarded associated with

this Proposal:

HAMAD MEDICAL CORPORATION
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Dates of Proposed Project — From: To:

Il. PROPOSAL TYPE
] New Proposal
[ ] 3-Year Renewal
[] Modification of Previously Approved Proposal
Provide the following information (if applicable):

Current IACUC Proposal Number (If Applicable)
Date of Current IACUC Approval

Ill. PROPOSAL PURPOSE
[ ] Research [] Education

[ ] Professional Education

[] Undergraduate Education

[] Graduate Education

[] Continuing Medical Education
IV. SIGNATURES AND APPROVALS
| certify that the statements herein are true and that if protocol changes are required, |
will resubmit the proposal according to instructions given for the modification of a
previously approved proposal.
As Project Director/ Principal Investigator,* | will conduct the proposed research
according to the principles of the "Laboratory Animal Welfare Guidelines" of the
Supreme Council of Health and will conform to the Hamad Medical Corporation’s
designated IACUC guidelines concerning the care and use of animals in research,
teaching, or testing.
| understand that the IACUC has concern for the ethical aspects and implications of all
studies involving animals and | will cooperate with the Committee in its consideration of
these issues. | also understand that the individuals listed as project participants must
comply with all IACUC training and occupational health and safety requirements. | have
notified the individuals listed as project participants of the possible health risks involved
when working with research animals.
| also understand that it is my responsibility to ensure consistency between awarded
grants (in awarded phase) and IACUC Proposals. Failure to submit projects described in
grant awards for IACUC review and approval could be interpreted as a breach of the
contract with a granting agency and threaten future funding from that agency.
**Project Director must be a member of the HMC

Signature of Project Director/Principal Investigator Date

HAMAD MEDICAL CORPORATION
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DEPARTMENTAL APPROVAL: Approval implies that the Department has reviewed
and endorses the proposed research, including the use of laboratory animals.

Signature of Department Chair Date

I S I S R S S R I S

kkkkkhkkkkkkhkx*k

IACUC ACTIONS

Approved
Contingent Approval
Disapproved

CONTINGENCIES/REMARKS:

IACUC Chair Signature Date
V. PROJECT GOAL(S)

a. Describe specific aim(s), long-term project objective(s), and a brief
description of experimental groups.

b. Provide WRITTEN ASSURANCE that the proposed activities do not
unnecessarily duplicate previous or ongoing experiments. Describe
methods and sources (journals, abstracts, etc.) to support this assurance.
Include the date the search was performed, years included in the search,
and keywords used.

c. Could the proposed study be conducted without the use of animals?
Give the rationale for animal use.

VI. INDIVIDUALS ASSOCIATED WITH RESEARCH/TEACHING DESCRIBED IN THIS
PROPOSAL
TRAINING REQUIREMENTS
Research ethics requires that personnel conducting procedures on the species
proposed must be appropriately qualified and trained. Effective January 2011,
all individuals listed as project participants on this proposal, regardless of
experience, must attend an IACUC Level Il Training Seminar. In addition,
individuals who have limited experience with the research protocol described
must arrange with the Administrative Office of the Medical Research Centre
(4439-2440) to receive IACUC Level Ill Training. Information related to training
requirements will be forwarded with a letter informing project directors of the
results of IACUC proposal review. The Administrative Office of the Medical

HAMAD MEDICAL CORPORATION
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Research Centre (4439-2440) may also be contacted for information.
OCCUPATIONAL HEALTH AND SAFETY MEDICAL SURVEILLANCE
REQUIREMENTS

Effective January, 2011, all personnel listed as project participants on this
proposal must enroll in the HMC Occupational Health and Safety Program for
Animal Handlers. This program has two components: Training and Individual
Assessment. Training is provided by reading the brochure entitled “Occupational
Hazards Associated with the Care and Use of Laboratory Animals”. Completion
of the training component is documented with a passing score on the associated
quiz. Individual Risk Assessment is provided by completion of the “Periodic
Animal Contact Health Survey”. These completed forms must be forwarded to
the Administrative Office of the Medical Research Centre (4439-2440) Detailed
information related to occupational health and safety requirements are available
in the Administrative Office of the Medical Research Centre (4439-2440).

LIST PROJECT PARTICIPANTS
Provide name(s) (in order of greatest involvement) of individual(s) participating
in experimental procedure(s) and/or care of animal subjects and describe their
role in the proposed study. Please make sure to fill out the information as
COMPLETELY as possible. (Fill in all lines)

1. Name Degree/Title
Employee ID #
Identification Number:
Department & Division E-mail
Address(Bldg./Room #)
Office/Lab Phone Emergency Phone

Experience (Specific to EACH species and procedure utilized in this

Proposal):

Role in Study (outline the animal-related procedures to be performed):

Level Il Training Seminar Attendance (Y/N)

Enrollment with Occupational Health and Safety Program (Y/N)

[ ] YES [] NO - The Project Investigator grants authorization to this
individual to request new project participants.

2.  Name Degree/Title

HAMAD MEDICAL CORPORATION
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Employee ID # Identification Number:
Department & Division E-mail

Address

Office/Lab Phone Emergency Phone

Experience (Specific to EACH species and procedure utilized in this

Proposal):

Role in Study (outline the animal-related procedures to be performed):

Level Il Training Seminar Attendance (Y/N)

Enrollment with Occupational Health and Safety Program (Y/N)

[ ] YES [] NO — The Project Investigator grants authorization to this
individual to request new project participants.

Name Degree/Title
Employee ID # Identification Number:
Department & Division E-mail

University Address

Office/Lab Phone Emergency Phone

Experience (Specific to EACH species and procedure utilized in this

Proposal):

Role in Study (outline the animal-related procedures to be performed):

Level Il Training Seminar Attendance (Y/N)

Enrollment with Occupational Health and Safety Program (Y/N)

[] YES [] NO - The Project Investigator grants authorization to this
individual to request new project participants.

Name Degree/Title

HAMAD MEDICAL CORPORATION
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Employee ID # Identification Number:

Department & Division E-mail

University Address

Office/Lab Phone Emergency Phone

Experience (Specific to EACH species and procedure utilized in this

Proposal):

Role in Study (outline the animal-related procedures to be performed):

Level Il Training Seminar Attendance (Y/N)

Enrollment with Occupational Health and Safety Program (Y/N)

[ ] YES [] NO — The Project Investigator grants authorization to this
individual to request new project participants.

kkkkkkkkkkkkkkkkkkhhkkkkkhkkkkkkkkkkkkkkkkkkkkkkkkhkhkkkkkkhkhkkkkkhkkkkkkkkkkkkkkkhkkkkkkkkkkkkkkkkkkkk
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COMPLETE SECTIONS IX and X FOR EACH SPECIES PROPOSED FOR THIS
PROJECT
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VII. A. Animal Use
A. CLASSIFICATION OF STUDY (See Explanation Below)

Please check one of the following:

] Class | - Studies in which animals will experience NO PAIN OR DISTRESS
greater than that produced by routine injections or venipuncture and which do
not require PAIN RELIEVING AGENTS.

[] Class Il - Studies in which there is a POTENTIAL FOR PAIN OR DISTRESS
which is MINIMIZED OR ELIMINATED BY ANESTHETICS, ANALGESICS, AND/OR
TRANQUILIZERS. Examples include biopsies, endoscopy, vascular cut-down,
footpad injections, use of adjuvants, implantation of chronic catheters as well as
NON-SURVIVAL AND SURVIVAL SURGERY.

[] Class lll - Studies in which animals will EXPERIENCE PAIN OR DISTRESS
greater than that produced by routine injections or venipuncture and will NOT
RECEIVE PAIN RELIEVING AGENTS. Examples include exposure to agents or

HAMAD MEDICAL CORPORATION
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radiation levels that cause serious illness, research involving significant stress or
procedures involving prolonged restraint. A WRITTEN JUSTIFICATION (including
supporting sources, journals, abstracts, etc.) for withholding pain relieving
agents must be provided in the space below (see instructions, page iii, section
VII):

B. Minimizing the number of animals used in a research project is an important

consideration for IACUC reviewers. Do not overestimate the number of animals
needed to conduct the proposed research.

C. SPECIES / STRAIN

Project Animal | Age/ Procurement Mainten | Number Housed Hou
Year Numbe | Wgt Budget ($) ance Simultaneously sing
rs Budget Duratio
$) n
#1
#2
#3

D. Give specific justification for the number of animals to be used. Justification
must address statistical significance as it relates to experimental design. (Please
be as detailed as possible.)

E. Special Animal Housing/Care -- Detail special housing, diet, isolation,
temperature and other requirements for this species. When experimental
situations require food or fluid restriction, such restrictions must be scientifically
justified and a program must be established to monitor physiologic or behavioral
indexes, including criteria (such as weight loss or state of hydration) for
temporary or permanent removal of an animal from the experimental protocol.
BRIEFLY address in the space provided special conditions and, if applicable, the
justification and program for dietary or fluid restriction.

VII.B. APPROVAL TO USE HAZARDOUS AGENTS
A. Will animals be exposed in vivo to hazardous agents?

LJyEes ___ [NO

B. Will animals be housed following exposure to hazardous
materials?

[(*YES ___ [NO

HAMAD MEDICAL CORPORATION
RESEARCH COMMITTEE
18/05/2011



HEALTH + EDUCATION * RESEARCH &gy + roul=i - dan

duhlitgalljago
Medical Research Center

**If animals are to be housed following exposure to hazardous materials, a
written Special Animal Safety Protocol (SASP) may be required. These SASP’s
must include procedures to ensure safe handling of treated animals, bedding,
caging and waste.

HAZARDOUS CHEMICALS

**Material Safety Data Sheets (MSDSs) must be obtained from vendors for all listed
material.

[ ] Carcinogens, mutagens, teratogens
List:

[ ] Neurotoxins
List:

[ ] Anesthetic Gases/Vapors
List:

[ ] Investigational drugs (those without FDA approval for human use)
List:

[ ] Other Chemical Toxins:
List:

[ ] Other Hazards
List:

PLEASE NOTE: If any of the above boxes are checked the IACUC Protocol
will be forwarded for additional review. If animals are to be housed
following exposure to the above specific agents, a written statement may
be required.

BIOLOGICAL HAZARDS

[] Biological Agents (viral, bacterial and fungal organisms, or
human/animal parasites)
List:

[ ] Biological Toxins or Products:
List:
HAMAD MEDICAL CORPORATION
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[ ] Human Blood, Blood Products, Tissues, or Cell Lines
List:

[ ] Recombinant DNA (plasmids, genes, vectors)
List:

[ ] Transgenic Animals
[] Animal production in Qatar [ ]Yes [ ]NO, if No
Please Specify:

[] Animal production off-site or commercially
Please Specify:

[ ] Other Biohazards:
List:

PLEASE NOTE: If any of the above boxes are checked the IACUC Protocol will be
forwarded for additional Biological Safety review. If animals are to be housed following
exposure to the above specific agents, a written statement may be required.

RADIATION HAZARDS

[ ] Radioactive Material (radioisotopes or tracers)
List:

[ ] Radiation (Irradiator, X-Ray Machines, Densitometry)
List:

Location Used:
[ ]Lasers List:

Location Used:

PLEASE NOTE: If any of the above boxes are checked the IACUC Protocol will be
forwarded for additional Radiation Safety review. If animals are to be housed following
exposure to the above specific agents, a written statement and approval are required.

HAMAD MEDICAL CORPORATION
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B. Will animals or animal tissue be exposed to controlled substances?

[ ]Yes [ INo

If yes, check below:
() Controlled substances (including but not limited to anesthetic agents)
List:

C. Personnel Risk(s)

1. Describe personnel risk(s) posed by experimental
procedure(s), live animals, carcasses or tissues, caging and/or
caging equipment including contaminated bedding and

excrement.

2. Describe preliminary plan to eliminate or reduce risks to safe
levels.

3. Additional comments or explanation regarding the handling

of hazardous agent(s).

VIl. C. STUDY SITE

Identify the building(s) and room(s) where animals/animal tissues will be transported and
studied. (Please specify the procedure that will occur in each location)

NOTE: Animals may NOT be held in the laboratory overnight without IACUC approval. In
cases where overnight housing may be approved, a written animal care and use protocol
must be developed in conjunction with and approved by the Committee. The approved
animal care protocol must be posted or otherwise available for easy reference in the
laboratory.

VIll.  EXPERIMENTAL PROTOCOL FOR ANIMAL SPECIES DESCRIBED

A. Give rationale for the selection of this species.

(NOTE: In all cases, a lower species should be given
primary consideration.)

B. Check the following procedures that may be associated with this
species.

[ ] Behavioral tests [ ] Exposure to agents or radiation levels

[] Nonsurgical Procedures that cause serious illness Surgical
Procedures:
[ ] Restraining devices

HAMAD MEDICAL CORPORATION
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[] Non-Survival Surgery [ ] Other

[ ] Single Survival Surgery:
[] Major
[ ] Minor

(] Multiple Survival Surgery

SURGICAL DEFINITIONS:

Major Survival Surgery - Any surgical intervention that penetrates and exposes a body
cavity; any procedure that has the potential for inducing permanent physical or
physiologic impairment; and/or any procedure associated with orthopedics or extensive
tissue dissection or transection.

Minor Survival Surgery - Any surgical intervention that does not expose a body cavity
and causes little or no physical impairment. Examples include laparoscopy; wound
suturing; peripheral vessel cannulation; percutaneous biopsy; routine farm-animal
procedures such as dehorning, castration; prolapse repair; and most procedures done
on an “outpatient” basis in veterinary clinical practice.

Multiple Survival Surgery - Animal recovers from initial surgery (major and/or minor) and
is subsequently reanesthetized for one or more survival surgical procedures (major
and/or minor) related to this study. NOTE: No animal may be used in more than one
MAJOR operative procedure from which it is allowed to recover, unless, 1) justified for
scientific reasons, 2) required as routine

veterinary procedure or to protect the health or well-being of the animal.

B. Alternatives to Painful Procedures

Project Directors/Principal Investigator must consider alternatives to procedures that
may cause more than momentary or slight pain or distress. For Class Il and lll
Proposals, provide a WRITTEN NARRATIVE DESCRIPTION OF THE METHODS AND
SOURCES used to determine that alternatives to painful procedures were not available.

C. Studies involving NON-SURGICAL procedures performed on this
species

= Describe the procedure(s) to be performed.

» Describe the use of any devices that may be employed for
prolonged restraint. Provide details regarding the 1) duration of
the prolonged restraint, 2) procedures for acclimating animals
for prolonged restraint and 3) plans for monitoring animals
during prolonged restraint. NOTE: Brief restraint for the
purpose of performing routine clinical or experimental
procedures need not be described unless the procedures will
cause pain or distress.

» Describe methods used to avoid discomfort, stress, pain, and/or
injury. If anesthesia/analgesia is included in these methods, The
Section on anesthesia/ analgesia must be completed.

HAMAD MEDICAL CORPORATION
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E. Studies involving SURGERY performed on this species

NOTE: For projects that involve surgery in NON-RODENT MAMMALLIAN SPECIES,
project participants may be required to meet with an IACUC designated veterinary
staff in a presurgical planing session to develop appropriate pre, intra, and post-op
animal care procedures. The need for a planning session is determined by the
veterinary staff at the time of proposal review. A detailed description of the animal
care procedures developed as a result of such a session must be approved by the
veterinary staff and filed with the IACUC office before animals may be ordered.

1. Outline plans for preoperative clinical evaluation, care and treatment.

2. Outline methods used to avoid discomfort, stress, pain, and/or injury. The
use of anesthetics and analgesics must be completely described in Section
on anesthesia/ analgesia.

3. Outline provisions for maintaining asepsis during survival surgery.

NOTE: All survival surgery must be performed using aseptic
procedures, including surgical gloves, masks, sterile instruments, and aseptic
techniques. Major operative procedures conducted on non-rodents may be
conducted only in facilities intended for that purpose which shall be operated
and maintained under aseptic conditions. Non-major operative procedures and
all survival surgery on rodents do not require a dedicated facility, but must be
performed using aseptic procedures.

4. Describe surgical technique.

5. Outline plans for animal care and treatment and the maintenance of clinical
records following survival surgery.

6. Identify the person(s) responsible for the delivery of postoperative care and
treatment. Note: The maintenance of clinical case records is required for
rabbits and other higher species.

F. Analgesia/Anesthesia for this species

NOTE: Procedures that may cause more than momentary or slight
pain or distress must be performed with appropriate sedatives,
analgesics or anesthetics (unless withholding such agents is justified
for scientific reasons - see Class IIl study definition, page 3), and may
continue for only the necessary period of time. Furthermore, paralytic
drugs in surgery and other painful procedures may not be used without
anesthesia. Animals that would otherwise experience severe or chronic
pain or distress that cannot be relieved must be painlessly euthanatized
at the end of the procedure or, if appropriate, during the procedure.

1. List ALL preanesthetic, anesthetic, analgesic and/or tranquilizing
agents to be used (even if their use has been described elsewhere
in this Proposal):

Agent Purpose (anesthesia, etc.) Dose
Route of Administration
a.

HAMAD MEDICAL CORPORATION
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2. Describe the regimen for the use of these agents

G. Describe euthanasia technique

1. Include agent, dose, and route of administration. Any variance from
the recommendations on the application of a barbiturate, paralyzing
agent, and potassium chloride delivered in separate syringes or
stages for euthanasia as contained in the American Veterinary
Medical Association’s (AVMA): Must be justified.
(http://vetmed.duhs.duke.edu/documents/reference/pdf/avma panel

on_euthanasia.pdf)

IX. LAY RESEARCH SUMMARY

In the space provided on the following page, please include a nontechnical
summary of the proposed research. The summary must express the significance
of the project and reasons for which it has been proposed. The summary may be
needed for public information purposes and should be written in terms which
nonscientists can easily understand.

FOR IACUC USE ONLY

PROPOSAL#

CLASSIFICATION(S)

LAY RESEARCH SUMMARY

Project Director/Principal Investigator

Project Title

(To be written for the understanding of persons not trained in biomedical science—250
words or less)
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GENERIC SIGNED CONSENT
FORM

CHGH CWH @ CRH
C AKH HF OTHERS

o |

HC NO:
PATIENT NAME:
DOB:

GENDER:
NATIONALITY:

You are free to ask as many questions as you like
before, during or after in this research, you decide to
give consent to participate in this research study. The
information in this form is only meant to better inform
you of all possible risks or benefits. Your participation in
this study is voluntary. You do not have to take part in
this study, and your refusal to participate will involve no
penalty or loss of rights to which you are entitied. You
may withdraw from this study at any time without
penalty or loss of rights or other benefits to which you
are entitled. The investigator(s) may stop your
participation in this study without your consent for
reasons such as: it will be in your best interest; you do
not follow the study plan; or you experience a study-
related injury.

Project Title:
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Name of Principal Investigator:

Location and phone numbers: [provide
appropriate daytime contact information and after-hours
or on weekends]

Each item given below has to be filled.
Please write NA, if not applicable

Introduction to the research: [A brief
introduction is given about the research, what it hopes
to achieve, who is conducting it etc.,]

Purpose of the research: [Brief, clear
description of the purpose, goals and objectives of the
research are provided here]
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Selection of research subjects: [A brief
description on how research participants are selected,
the inclusion and exclusion criteria used to select the
sample population and an explanation of why this
particular participant is being considered for inclusion in
the study]

Distinction between routine care and
research activities: [In case the prospective
participant is to be recruited from the patient clientele of
treating physicians who also are investigators in the
research a description is given to the participant about
what parts of the treatment constitutes routine
treatment and what constitutes research activities]

Explanation of the procedures to be used:
[Brief, clear explanation of procedures involving the
subject]

114

HEALTH + EDUCATION * RESEARCH  (Jgay + oul=i - Ao

duhllvgadljalo
Medical Research Center

lesle w3 A LiSl) e pa s ) il Ay (S Ll LSS 3
o alacniYl lgile a7 3 yulaall 5 Cindl 6 S Likall al 3] LS

(sl 538

s ) Adhagd) Lada¥) g Aaiie ) Ale N Aadd o AN e .4

g i Cpill] Gl Y] e (o dud jally A8 Lo/l jlidie liis)

Ao ey cCunl) (G g eline S oa) Jd (e dnks o) Lnea Dle y Cilaak
Lo I 4bs (o cuils (5 LR Y] e ady ol peia o o Conall (G yé

lgaling Al dua ded) daasl) ALills i oy dpa el dadsd) of Linuall
sdall Canl) A yo Alills a5 pdy Lasl) 038 ro il (515 & jLiial)
(Aa_ida)

el 5 ) Al 1) B Lgalaiid iy N il Y £l L5
(U.IS_)L..M.// I iYL ddleiadl Cile) pa U ja go

HAMAD MEDICAL CORPORATION
RESEARCH COMMITTEE
18/05/2011



Description of the risks and discomfort

involved: [Describe physiological, psychological and
social factors of discomfort or risks involved in the
study]

POSSIBLE PREGNANCY RISKS — If there
are no risks to pregnant females or females
of child bearing age, you do not need to
include any of the following statements in the
informed consent.  If pregnant or nursing
women are excluded from the study, a
statement supporting the rationale for not
including pregnant women needs to be
included in the informed consent. For studies
that involve the use of drugs, devices or
procedures with risks to the fetus in females
of child bearing potential, choose one of the
following statements: a. There is evidence of
potential for birth defects; or b. Animal
studies have shown potential for birth defects
and there are no human studies; or c. There
are no known animal or human data on the
potential for birth defects

Description of Safety precautions in this

research: [Describe about the safety precautions
that will be taken during study period]

Descriptions of the benefits of the study:
[Brief description of any direct or indirect benefits to the
subject]
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Description of the alternative procedures

or treatments for this research: [A description
of all alternative procedures or treatment options
available to the potential research participant , so that
the participant is free to choose which treatment
modality to adopt]

Details of the options to remain on the
research treatment after termination of the

research: [A description is provided about whether
the research treatment would be available to the
participant even after the study has concluded]

11. Details of the person to contact in
case of Injury or enquiry during the

research: [In case of any types of injury or enquiry,
provide name of Supervisor and office phone number to
contact at any time of the day or night]

Details of the financial or other
compensation which might be provided to

the research participants if any: [Provide
details of any compensation which might be provided in
lieu of their participation in the research]
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Duration of the research: [Describe how long
the prospective participant is expected to be in the
research and what expectations the investigator might
have about the participant’s time spent in the research]

Names of the sponsors of the research: [if
applicable, and details about where the research is
going to be conducted. Give information to the
participant about all the sponsors of the research, any
issues of conflict of interest and also where the
research will be conducted]

Assurance of anonymity and
confidentiality:  [Confidentiality =~ about  the
results/specimen/laboratory or any other data) Describe
steps to protect confidentiality of data and anonymity of
the participant information]

Non-coercive disclaimer: [A statement that
there is no pressure on the prospective subject to
participate in the study , that he/she is free to choose
any of the treatment modalities offered and that there is
no pressure on the participant to continue in the study
even after enrollment]
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Option to withdraw from the study without
penalty: [An option is given to the potential
participant to continue or withdraw from the study even
after enrollment in the research]

Details about termination of the study: [A
description is given on when and how the study is
expected to be completed, what happens when the
study is completed, whether the participant is further
entitled to contact the investigators after such time,
whether the findings of the research will be revealed to
them and if the results of the research would be applied
to them or not]

Details of the instances in which there
might be incomplete disclosure of

information: [Description of the instances in the
study in which the investigator might not provide all
information needed to take an informed consent at the
outset of the study, why this is so and when there will
be debriefing if any of the undisclosed information to
the participant]

Signed Consent for Study Participation

Consent: You (the participant) have read or
have had read to you all of the above. Dr.
[insert  name] or his/her authorized
representative has provided you with a
description of the study including an
explanation of what this study is about, why it
is being done, and the procedures involved.
The risks, discomforts, and possible benefits
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of this research study, as well as alternative
treatment choices, have been explained to
you. You have the right to ask questions
related to this study or your participation in
this study at any time. Your rights as a
research subject have been explained to you,
and you voluntarily consent to participate in
this research study. By signing this form, you
willingly agree to participate in the research
study described to you. You will receive a
copy of this signed consent form. As long as
the study is renewed as required by the IRB,
your signature on this document is valid for
the duration of the entire research study.
Should any changes occur during the course
of the study that may affect your willingness
to participate, you will be notified

HEALTH + EDUCATION * RESEARCH

duhllvigadl jago

Medical Research Center

Canll s 8 AS Ll e A8 sally clie ) j8) 38 o e ad sl
388 gl s o lad g 4880 gally Y 13 (e das Gl o G g

g Afind) A 5all 553 J) sha anll 138 20a3 3 Jla & el ing
gl ga Ao % 38 Lae Al all (& i gl Jsean Jla 8 e D) a4
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Witness Name Signature & Date A b a5l LA an)
Principal Investigator's | Signature & Date ady g o sl (i ) Ciald) o)

Name

For use of Medical Research Center only

Jadd ddal) Elady) S e aladin

HAMAD MEDICAL CORPORATION
RESEARCH COMMITTEE

18/05/2011




2-02 s
Hamad | HEALTH - EDUCATION + RESEARCH gy + roul=) « @am

duhlltgadl j5)o
Medical Research Center

HEALTH * EDUCATION * RESEARCH  (Jgay » roul=i « Gaun

WAIVER OF SIGNED INFORMED 4ysid [ Audadl [ ddad 48) ga Jygd5
CONSENT/VERBAL/ORAL CONSENT

FORM CUdls Cdbafs O ey O pladia s
CHGH |CWH |(CRH |CAMH T sodlp = 0 osad s
A
" AKH " OTHERS 1023 Al an)
18kl ol
HC NO: 2 (] Us) g
PATIENT NAME: sdudial)
DOB:
GENDER:
NATIONALITY:
Information to Participants
1. You are free to ask as many questions oo Jwdind o Jse sl ok 34 all Slhae ell (1)

as you like before, during or after this <8 @ Cadl ol ja) JS) 2y 5l L8| U8 @lldg i 12
research, should you decide to consent .4 4S Liall 44) sa
to participate in this research study. O s z3saill 13 53 )l Cilasleall o ot ) Caxgll (2)
2. The information in this form is only s Jhal¥ JS e (adiadls G850 = il o laall ax
meant to better inform you of all ol &ALl Enall 1 o) ) oo pada o (S )
possible risks or benefits. Your ..ok dee
participation in this study is entirely Jas &l slasin) sy Glldg # g ladll Sinll 84S HLAAN 3a &l (3)
voluntary. REPINA
3. You are entitled to participate in this <lJi Caally 48 JLiall axe ) 8 Jad) (& JalS @) &l (4)
study if you satisfy certain eligibility s Sl ) ade iy ¥ alall diad)l 138 (84S LA aaxy
criteria Al G s (e Gla
4. You do not have to take part in this & <llds Sl 28 L) axe )8 a3 8 4, all llas &l (5)
study, and your refusal to participate will —Aisiwall &l s e Gle a5l Cladi e (e S5 sl
involve no penalty or loss of rights to
which you are entitled.
5. You may decide not to participate in this
study at any time without penalty or any
loss of rights or other benefits to which
you are otherwise entitled.
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Research Project #: 18 9 all B
Project Title : 1 ol Ol gis
Name of Principal Investigator: 2 ) Ciald) o)

Contact address and phone number: il sgd) aldjig Cadll £1 2 ddsa
[Provide appropriate information  for (<Ol 5 o) sall es, o) gal] <l 5f o L
contact during daytime, after working

hours and during weekends]
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Each item given below has to be filled in.
Please write NA, if not applicable. This
form may be read to the participant or
the participant’s legally authorized
representative by the principal
investigator or his/her representative.

1. Introduction: [Give details that the study
involves research, who the investigators will be,
where it would be conducted, the number of sessions
it will be conducted in, the duration of the research
and the expected time of completion of the research,
approximate number of participants, the costs of
participation and why the person has been selected
for inclusion in the study]

2. Purpose of the research study: [Give a
brief description of the purpose, goals, aims/
objectives of the study]

3. Description of the procedures that will
be followed during the research: [Give a
brief description of the procedures involves. Explain
how the research data will be handled. Include any
alternative procedures or courses of treatment than
the ones proposed by the study]
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4. Description of any foreseeable risks or ¢ téall Lagd aah 8 i) zle Yy Jhlall day  (4)
discomforts to the participants: [Describe s/ i, o sle i zle j/ 5/ 5 odsiall Do) pa Y] Jhlie i)
risks and discomforts to participants. Include risks of  p/ ¢ 4w/ ol 4 458 lie i & jlial] 4 (o g2l 25 _clais/
the procedures, and any physiological, psychological IS Lia 3 cule alead! , PR )

or social discomforts that the participants might face (=t = ok d i

because of their involvement in the study and where

they might get information on these aspects]

5. Description of any benefits to the s dul Al & Lial) pllal Eall e dadgial) 2l gdl) ¢ 1é (5)
participant or to others which might be “zisic) 26l jai vy ol cimg)  (uSjbdall il
reasonably expected from the research: (vl sde liall 45 jiall g 5 pilial] yé o) 5 puileall

[Give a description in brief of the expected benefits —

direct or indirect from the research in straightforward

statements, without introducing elements of bias or

coercion into them]

6. Confidentiality : [Give a description of the 4 wisel/ Lisel «lilul) 4 s dilan &/ shd Cis) 1Ay yll (6)
steps that would be taken to ensure confidentiality of  of )Lis (o sl o/ 4158 e Sl il 1o s ) ilii 5f o
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might identify the participant will be maintained] ’
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l, have
fully explained to Mr. / Mrs.
the nature and purposes of the above
describe research project.

| believe that he/ she understands the
nature, purpose and risks of the study.

| have also offered to answer any questions
relating to this study that he/she might have
and | declare hereby that | have completely
and fully answered all such queries.

Signature of the person obtaining the
consent:

Name of the person obtaining the
consent:

Date:

Note Waiver of signed informed

consent or informed consent is given to
prospective studies in the situations
given below:

1. That the only record linking the
participant and the research would be the
consent document and the principal risk
would be potential harm resulting from a
breach of confidentiality. (When the
Research Committee waives the
requirement for documentation of consent
under this condition, each participant must
be asked whether he/she wants
documentation linking him/her with the
research, and the participant’s wishes will
govern.)

2. That the research presents no more than
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minimal risk or harm to the participants and
involves no procedures for which written
consent is normally required outside of the
research context.

It could be used in situations such as the
ones given below:

1. For researches which involve drawing of
additional blood samples when blood is
already being obtained for clinical purposes
or during blood donations

2. For researches which involve sampling of
additional bodily secretions when such
secretions are already being sampled for
clinical purposes

3. For researches that involve no more than
minimal risk of harm to the participant and
the research does not involve any
intervention/procedure/invasion of privacy of
the participant

4. For qualitative researches like surveys
using questionnaires or interviews with
participants.
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HC NO:

PATIENT NAME:

HEALTH « EDUCATION * RESEARCH g2y « rol=l « o

DOB:
HAMAD MEDICAL CORPORATION

GENDER:
HGHO WHO RHO AAMO AKH[O Others O

NATIONALITY:

WAIVER OF INFORMED CONSENT

Proposal Title:

Name of the PI:

A waiver of all the consent requirements is requested because this research involves no risk to the
subjects. Their rights and welfare will not be adversely affected since data related to patients on
sensitive issues will not be collected.

This research also could not be carried out practicably without a waiver of the consent requirements.
Information regarding collected data will be kept confidential.

Signature of PI

Note: Waiver of Informed consent is given only for retrospective studies in the situations given
below:

No more than minimal risk to the subject;

The research could not practically be carried out without the waiver;

The research would not adversely affect the rights and welfare of the subject and

The subject should be provided with additional pertinent information after participation, where
appropriate.

BN~
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C HGH ‘FWH \ C RH ‘FAAH \
C AKH & OTHERS

HC NO:

PARTICIPANT NAME:

DOB:

GENDER:

NATIONALITY:

Consent form template for studies
involving genetic testing

Identifiable Samples and Intent to Disclose
the Testing Results

You are free to ask as many questions as you
like before, during or after in this research, you
decide to give consent to participate in this
research study. The information in this form is
only meant to better inform you of all possible
risks or benefits. Your participation in this
study is voluntary. You do not have to take
part in this study, and your refusal to
participate will involve no penalty or loss of
rights to which you are entitled. You may
withdraw from this study at any time without
penalty or loss of rights or other benefits to
which you are entitled.

NOTE: This template is best for studies
using identifiable samples and there is an
intent to disclose results of the genetic
testing to subjects, families, or subjects’
health care providers

PLEASE DO NOT CHANGE THE FORMAT
OF THIS TEMPLATE
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Project Title:

Name of Principal Investigator:

Location and phone numbers: [provide
appropriate daytime contact information and after-hours
or on weekends]

Each item given below has to be filled in.
Please modify according to your study
needs. The tips [in blue] can be erased.

Invitation to participate and summary: [State
the overall purpose of the study in simple terms]

You are invited to participate in a research
study being conducted by Dr. X and others at
the Hamad Medical Corporation. Researchers
at other Institutions in the State of Qatar and
other countries are also working on this study.
They will be studying blood cells looking for
mutations (changes in genes) that might cause
people with hepatitis to develop liver cancer
later in life. You are being invited to
participate in this study because you have
hepatitis or have had it in the past. This form
reviews several things you should know before
you agree to participate. Participation in all
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research done in Hamad Medical Corporation
is voluntary, and you may refuse to participate
without any loss of rights or privileges to which
you are otherwise entitled.

What is the purpose of the study?
[Explain to potential subjects why the study is being
done]

Liver cancer (hepatocellular carcinoma) is a
common cause of death around the world. It
has been known for many years that people
who have certain types of hepatitis have a
somewhat higher chance of developing liver
cancer later in life. However, not all people
with hepatitis will go on to develop cancer. Dr.
X and his colleagues are trying to find out if
there is something different in the genes of
people who develop liver cancer after having
hepatitis. If such a difference can be found, it
might allow doctors to identify people who
have an increased risk of developing liver
cancer. If so, it is possible that following those
people more closely will allow earlier detection
of the cancer so that it can be treated more
effectively. Finding mutations that increase
the risk of cancer may also lead to additional
research, which could someday help doctors
develop more effective treatments for liver
cancer, or even ways to prevent the cancer
from developing in the first place.
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What does participation in this study

involve? [Explain (1) the procedures that subjects will
undergo for the study, the information that will be
collected from subjects, how the information will be
collected, and why the information will be collected; (2)
the type of sample and how it will be collected (e.g., by
blood draw, skin biopsy, cheek swab); (3) in simple terms
what will be done with the sample; and (4) whether there
are an specified or unspecified future plans for use of the
sample]

Some mutations are more common among
people from particular racial or ethnic groups,
or in people who have had other medical
problems in the past. Knowing background
information about you will help Dr. X determine
whether this is true for the mutations he is
looking for. You will be asked to give your
age, race, sex, ethnic background, family
history, and your health history. We will also
ask permission to review your medical records,
in order to confirm your health history and fill in
any details you might have forgotten. We will
then ask your permission to take like 2 spoons
of your blood from a blood vessel in your arm.
This blood will be used in this research.

DNA will be removed from your blood sample
in the laboratory. DNA is present in your
genes. Genes are the material passed from
parents to child that influences the make-up of
the body and mind, such as how someone
looks and if someone is more likely to get a
disease. Some of the DNA may be saved for
future testing, and some of the cells from your
blood may be kept alive and growing in the
laboratory as a "cell line". This will allow Dr. X
to get more DNA if he needs it (see below).
The rest of your blood sample will be thrown
away. The DNA will be studied, and patterns
in your DNA markers will be recorded and
compared to those of other people with
hepatitis, some of whom have had liver
cancer. If any patterns are found consistently
in those who have cancer but not in those who
have not had cancer, further testing will be
done to see if those patterns are markers of a
nearby gene or genes that are responsible for
the increased risk of cancer. If that turns out

200
Hamad | HEALTH - EDUCATION - RESEARCH &gy » o=l - Gan

duhllvgalljhgo
Medical Research Center

€ Al pal) oda A AS jLaal) Jadi 13l

‘Z%.M\J;Ju. ﬂ)M\L@JWG\]\ i\\c\ﬁ\‘}“ (1)CJM\ : AL&J!
Al ty (2) ¢ Claslaal) @;ela Jalal g ¢ oda il slaall f—
e Al ¢ pall o Gahe e (Bl Jin o) Leras ali S
Baxaae Jabad @llia il 13 L (4) 5 ¢ Al pe alee aias La 2 i
i) 8 dagall 2a00Y Ba0sa e

Gle gane (e ald QU G e i ST @ ikl ey el
Al Al JSLEe pgadl Gl Gulil) (3 sl ¢ A5 jmae Jsmal 5l 4o
e S aelin Slic el Cila sleall 48 e | alall 8 30084
Ol st () Skl e Balaiy s Lagmas 138 IS 13] Lo 083 50
Gae gy dlie allay o iy Gl o S e LgadSin
) ALLYL e el gl 5 48 jell dlall s uindly (3 all
Ol daal ey W 3 o Laa Jlasi g ely alaldl aall & )l
ey palal) g il dana aSh Jal (e @llyy ¢ ol Aalal) Akl
i i Cogos D ey 4y L i O e B (055 28 Juali g
pdl eSS ol el )3 (a5 e dled (e de Caan U Zladd)
il latay Canll 108 (8 Lelamtin (b gas (Al 5 4 sl

G55l Gmeall il 8 aall die (e g5l aeall A1) St
LA (e ) sall o il ol Aalall cliall 8 3sa 5
aani @l Jahll I gl gl e ailiadlly ciliy sl Jain
o yedae o3 Jahll gan o€ Jie (Jikal) (sl dgliad) g dlacall cliiall
e Jsanll b Ylaal T alead U8 auiS) 8 IS 1) Lo alaldl
cJutiaall (A HLEAO (5558l paall (e pany dada b By )
a e lgle sl ol die (e LAY Gany Jais by 8 Lay
O U5Sal ey Chgw 38 MEA" L pasd) 8 sall slal)
(ol Lkl dalall caen 13 g5 sl Gaaall e 3 3e e Jpanll
s b ol Aalal ) A (e (5 L (0 alad) i ol 2y
saaall 8 bl Llad¥) Al (g gl Gmaaldl Al 3 Qi eCaadll
OAY) Bla¥l ae L lias Lo oy Cusy oy Galdll (g5l
@A Gl sk cpdll ¢ aslh Qleill e gsilay AT (o el
Llal 4 e gl 513 gl pudly Alad i paill jlad 335
e O3t Y e (b s Gl pmall (g (g silag cpl) Sl gl 3 Al
S 1Y) Lo el ol e 3all el pa) cpaly Casud a sl
8305 Ge Agsme lim (& 5 o e e Lalail) o2
G Cagud ¢ L @lld of guii 13 ol ully Ayl s
HAMAD MEDICAL CORPORATION

RESEARCH COMMITTEE
18/05/2011



to be true, further testing will be done to
identify those genes and study them.

MODEL LANGUAGE FOR WHEN SAMPLE
WILL BE DESTROYED:

The information you provided and some of the
DNA from your sample will be saved and the
cell line will be kept alive in the laboratory until
the study is completed, which is expected to
be within the next 2 years. It will then be
discarded.

MODEL LANGUAGE FOR WHEN SAMPLE
WILL BE KEPT FOR FUTURE RESEARCH:

The information you provided and some of the
DNA from your sample will be saved and the
cell line will be kept alive as long as possible,
hopefully for many years. This way, as more
is learned about hepatitis and cancer, your
DNA may be used for additional research. For
example, it is possible that more accurate
genetic testing may become available in the
future, or that a follow up study will be done
years from now. If so, the research team may
contact you to update your health history and
family history unless you initial below.

71 Mark here if you do not want us to contact
you in the future for additional information. If
you agree to be contacted and there have
been any significant changes in your history,
we may use DNA from this sample, and may
also ask for another sample of blood, in order
to do further testing. Please let the study
coordinator know if you move or change
doctors so you can be contacted if this
happens.

Dr. X may also want to use your cells or stored
DNA in other research in the future, or share
them with other researchers for use in their
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work. After you read the section below on the
risks of participation, you will be asked to let us
know whether or not we may do that.

Will the results of the research tests be
shared with anyone?

It is possible that the testing performed on your
sample will reveal information that may be
important for you to know. If that happens,
you may be contacted and given this
information unless you indicate below that you
do not want to be contacted. If you are
contacted, you might be told:

1) information is too sketchy to give you
results from your own sample, but you
will receive a letter updating you on the
progress of the study, or

2) you have a high (or low) risk of
developing a treatable or preventable
medical problem, or

risk of
is not

3) you have a high (or low)
developing a condition which
currently treatable,

4) you have a high risk of developing a
medical condition, and other members of
your family may also have a similar risk.
You may want to share this information
with those members of your family and it
may be recommended that you see a
genetic counselor to discuss this in more
detail.

After you read the sections about the risks and
alternatives to participating in this study, you
will be asked whether or not you wish to be
contacted, and if so, whether anyone else
should be given the information.

What are the risks of participating in this
study? [Address the potential risks associated with (1)
the disclosure of information obtained in the study; (2)
racial or ethnic associations that might be drawn from the
study results; and (3) the risks associated with the
collection of the sample. Because of the nature of genetic
research and not all risks can be known at this, this
section also should include a statement that there may
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be unknown risks associated with participation in such
studies]

Risks of disclosure

There are risks in knowing the results of the
testing on your sample. Knowing you have an
increased risk of developing a problem may
have a harmful psychological effect on the way
you think about your future or your
relationships with members of your family,
especially if this changes their risks. If you
agreed to allow your tissue to be used for
other studies in the future, this information may
come to you years from now.

There are also risks in not knowing the results.
If the study of your sample shows that you
have an increased risk of developing a
treatable problem, and you have chosen not to
be contacted, you may miss out on the benefit
of detecting that problem early, if any such
benefit exists. If you have chosen to be
contacted and important information becomes
available months or years from now, and we
are unable to contact you (because of a move
or other change), we will not be able to pass
that information on to you.

It is also possible that the result of testing your
sample may be unclear or misleading. This is
not uncommon since many genes work
together with other genes and environmental
factors to produce diseases. In other words,
finding a "high risk" marker in your DNA does
not necessarily mean you will develop a
problem, and there is still a chance you will
develop a problem even if no such marker is
found. See the "Alternatives" section for
information about other ways to have the
results of genetic testing explained to you.

Risks of racial or ethnic associations
It is possible that this study will show that
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members of your race or ethnic group may be
at higher risk of developing cancer than others.
This may be seen as stigmatizing or
discriminatory information.

Risks of sample collection

There is a small chance that drawing your
blood will be painful or will cause bleeding,
infection, or dizziness, as normal with blood
drawing for any other purpose.

Other Risks

These are the best known risks of research in
which tissue samples are used. There might
be other risks we do not know about yet.

What are the benefits of taking part in this
study?

[Generally genetic testing is not believed to directly
benefit subjects, although there are cases when there is
an expected therapeutic benefit.]

Participating in this study is not expected to
benefit you directly. If the study is successful,
it may some day help prevent liver cancer in
others or lead to more effective treatments.
Some people also find satisfaction in
contributing to scientific knowledge.

Are there any alternatives to taking part in
this study?

[In the case of non-therapeutic research, clarify in this
section that participation in the research is not required
for participants to treatment or a diagnosis that would
normally be available to them outside the research
context.]

Participation in this research study s
voluntary. The results of the tests conducted
for this study will not be shared with you
because their reliability and value in treating or
diagnosing conditions is not known.

If you would be interested in determining your
risk of developing cancer once such a test
becomes available, reliable, and helpful, you
should periodically ask your doctor or a
genetic counselor if the test is available, and
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ask him or her to discuss its advantages and
disadvantages with you. (A genetic counselor
is professionally trained to help you
understand what genetic test results mean and
don't mean for you and members of your
family.)

How will my confidentiality be protected?
[Describe in this section how the data will be protected,
where it will be stored, who will have access to directly
identifiable information, and whether any oversight
committees will be able to review research records.]

The results of this study may be published in a
medical journal, but the only people who would
be able to identify you from published
information will be those involved in the
research. Study records may be reviewed by
representatives of the Research Committee of
Hamad Medical Corporation or by corporate
research sponsors. The results of your tests
will be kept in a locked file cabinet or protected
computer files only accessible to the principal
investigator for this study. The tests will be
given a code number and the list that links the
code back to your name will be stored
separately from this information. No
information from this study will be placed in
your medical records, except this consent
form.
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Will commercial

from my sample?

[This information should be included if any potential
exists for the tissue or blood sample to lead to a test,
technology, cell line, or other product that could be
patented or sold for commercial gain.]

products be developed

Cells obtained from your tissue sample may be
used to establish a cell line which will be used
to help identify genes, or genetic markers. A
cell line is one which will grow indefinitely
(permanently) in the laboratory. These cell
lines may be shared in the future with other
researchers with no identifying information
about you. Cell lines may be useful because
of the characteristics of the cells and/or the
products they may produce. These cell lines
may be of commercial value, but you will not
be able to share in the profits from
commercialization of products developed from
your tissue or blood samples.

If | start this study, can | change my mind?
Participation in this study is voluntary. You
can stop your sample donation at any time.
Once the researchers begin studying your
DNA, there are only two ways you can
withdraw from the study. One is to ask Dr. X
and his colleagues to remove all identifying
information associated with your sample. The
other is to ask them to destroy any of your
remaining DNA or tissue.

What if I have questions?

If you have any questions or concerns about
the research study or the information in this
document it is important that you talk to Dr. X
or one of the other members of the research
team. You may also want to discuss this with
your doctor, nurse, or a genetic counselor. For
more information about the rights of research
subjects, you may call the Research Office of
Hamad Medical Corporation at 4392440.
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Will my sample be wused for future

research?
[If you would like to bank the samples or wish to share
them with other researchers, this should be described in
this section.]

The researchers in this study wish to save
your sample for other future research. This
research might be done at Hamad Medical
Corporation or your samples shared with other
researchers outside this institution. It is up to
you whether or not you want to allow the
researchers to keep your samples for future
research.

Let us know whether Dr. X or others may use
your tissue or DNA for other research by
putting your initials by one of the following
choices:

[0 We may not use your DNA or tissue for any
future research or share it with other
investigators

"1 We may use your tissue or DNA for other
research or share it with other researchers
only if we remove all identifying information

"1We may use your DNA or tissue as we wish,
without any restrictions, but after notification
and approval of the Research Committee of
Hamad Medical Corporation.

[A fourth option may be added. Some investigators feel it
enhances enrollment; others find it too burdensome]

"1 We may use your DNA or tissue for other
research or share it with other researchers for
research purpose only after contacting you
and getting your permission

Who will receive the results of the research
tests?

Let us know whether you want to be contacted
with information from the results of tests on
your sample by putting your initials by your
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choice. You are not required to receive the
results of the tests, if you do not want to.

71 Do not contact me with information about
the results of testing on my sample

(1 Contact me with information about the
results of testing on my sample, and (choose
from the following):

[0 Do not provide this information to anyone
else, including my doctor

U Also share it with my physician:

[] Also share it with

[_for example, you may want information shared with your
spouse or other member of your family]

Names of the sponsors of the research: [if
applicable, and details about where the research is going
to be conducted. Give information to the participant about
all the sponsors of the research, any issues of conflict of
interest and also where the research will be conducted]
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Option to withdraw from the study without

penalty: [An option is given to the potential participant
to continue or withdraw from the study even after
enrollment in the research]

Signed Consent for Study Participation

Consent: You (the participant) have read or
have had read to you all of the above. Dr.
[insert name] or his/her  authorized
representative has provided you with a
description of the study including an
explanation of what this study is about, why it
is being done, and the procedures involved.
The risks, discomforts, and possible benefits of
this research study, as well as alternative to
this research have been explained to you. You
have the right to ask questions related to this
study or your participation in this study at any
time. Your rights as a research subject have
been explained to you, and you voluntarily
consent to participate in this research study.
By signing this form, you willingly agree to
participate in the research study described to
you. You will receive a copy of this signed
consent form. As long as the study is renewed
as required by the Research Committee, your
signature on this document is valid for the
duration of the entire research study. Should
any changes occur during the course of the
study that may affect your willingness to
participate, you will be notified.
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HC NO:
PATIENT NAME:
DOB:

GENDER:
NATIONALITY:

Consent form template for studies involving
genetic testing
NO

Identifiable samples but intent to

Disclose the Testing Results

You are free to ask as many questions as you
like before, during or after in this research, you
decide to give consent to participate in this
research study. The information in this form is
only meant to better inform you of all possible
risks or benefits. Your participation in this study
is voluntary. You do not have to take part in this
study, and your refusal to participate will involve
no penalty or loss of rights to which you are
entitted. You may withdraw from this study at
any time without penalty or loss of rights or other
benefits to which you are entitled.

NOTE: This template is for genetic studies
using identifiable samples but there is no
intention to disclose results of the genetic
testing to subjects or research participants,
families, or participants’ health care
providers

PLEASE DO NOT CHANGE THE FORMAT OF
THIS TEMPLATE
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Invitation to participate and summary
[State the overall purpose of the study in simple terms]
You are invited to participate in a research study
being conducted by Dr. X and others at the
Hamad Medical Corporation. Researchers
from in Qatar and other countries
are also working on this study.
They will be studying blood cells looking for
mutations (changes in genes) that might cause
people with hepatitis to develop liver cancer later
in life. You are being invited to participate in this
study because you have hepatitis or have had it
in the past. This form reviews several things you
should know before you agree to participate.
Participation in research is voluntary, and you
may refuse to participate without any loss of
rights or privileges to which you are otherwise
entitled; and this will not affect the services
provided to you by Hamad Medical Corporation.

What is the purpose of the study?
[Explain to potential subjects why the study is being done.]

Liver cancer (hepatocellular carcinoma) is a
common cause of death around the world. It has
been known for many years that people who
have certain types of hepatitis have a somewhat
higher chance of developing liver cancer later in
life. However, not all people with hepatitis will go
on to develop cancer. Dr. X and his colleagues
are trying to find out if there is something
different in the genes of people who develop
liver cancer after having hepatitis. If they find a
difference, it may allow doctors to find people
who are at a greater risk of developing liver
cancer. If so, it is possible that following those
people more closely will allow earlier detection of
the cancer so that it can be treated more
effectively. Finding mutations that increase the
risk of cancer may also lead to additional
research, which could someday help doctors
develop more effective treatments for liver
cancer, or even ways to prevent the cancer from
developing in the first place.
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What does participation in

involve?

[Explain (1) the procedures that subjects will undergo for
the study, the information that will be collected from
subjects, how the information will be collected, and why the
information will be collected; (2) the type of sample and
how it will be collected (e.g., by blood draw, skin biopsy,
cheek swab); (3) in simple terms what will be done with the
sample; and (4) whether there are an specified or
unspecified future plans for use of the sample.]

this study

Some mutations are more common among
people from particular racial or ethnic groups, or
in people who have had other medical problems
in the past. Knowing background information
about you will help Dr. X determine whether this
is true for the mutations he is looking for. You
will be asked to give your age, race, gender,
ethnic background, family history, and your
health history. We will also ask permission to
review your medical records, in order to confirm
your health history and fill in any details you
might have forgotten. We will then ask your
permission to take like 2 spoons of your blood
from a blood vessel in your arm. This blood will
be used in this research.

DNA will be removed from your blood sample in
the laboratory. DNA is present in your genes.
Genes are the material passed from parents to
child that influences the make-up of the body
and mind, such as how someone looks and if
someone is more likely to get a disease. Some
of the DNA may be saved for future testing, and
some of the cells from your blood may be kept
alive and growing in the laboratory as a "cell
line". This will allow Dr. X to get more DNA if he
needs it (see below). The rest of your blood
sample will be thrown away. The DNA will be
studied, and patterns in your DNA markers will
be recorded and compared to those of other
people with hepatitis, some of whom have had
liver cancer. If any patterns are found
consistently in those who have cancer but not in
those who have not had cancer, further testing
will be done to see if those patterns are markers
of a nearby gene or genes that are responsible
for the increased risk of cancer. If that turns out
to be true, further testing will be done to identify
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those genes and study them.

MODEL LANGUAGE FOR WHEN SAMPLE
WILL BE DESTROYED:

DNA will be saved and the cell line will be kept
alive in the laboratory until the study is
completed, which is expected to be within the
next 2 years. It will then be thrown out.

MODEL LANGUAGE FOR WHEN SAMPLE
KEPT FOR FUTURE USE:

The information you provided and some of the
DNA from your sample will be saved and the cell
line will be kept alive in the laboratory as long as
possible, hopefully for many years. This way, as
more is learned about hepatitis and cancer, your
DNA may be used for additional research. For
example, it is possible that more accurate
genetic testing may become available in the
future, or that a follow up study will be done
years from now. If so, the research team may
contact you to update your health history and
family history unless you indicate below.

1 Mark here if you do not want us to contact you
in the future for additional information.

If you agree to be contacted and there have
been any significant changes in your history, we
may use DNA from this sample, and may also
ask for another sample of blood, in order to do
further testing. Please let the study coordinator
or any of the research team members know if
you move or change address so you can be
contacted if this happens.

Dr. X may also want to use your cell lines or
stored DNA in other research in the future, or
share them with other researchers for use in
their work. After you read the section below on
“Risks”, and after discussing these “Risks” with
you, and answering all the questions that you
might have, you will be asked to let us know
whether or not we may do that.

711 do not want my DNA or sample used for any
future research or shared with other
investigators
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What are the risks of participating in this

study? [Address the potential risks associated with (1)
the disclosure of information obtained in the study; (2)
racial or ethic associations that might be drawn from the
study results; and (3) the risks associated with the
collection of the sample. Because of the nature of genetic
research and not all risks can be known at this, this section
also should include a statement that there may be unknown
risks associated with participation in such studies.]

Risks of disclosure

Even though we will remove identifying
information and do not intend to tell you or
anyone else the results of the testing on your
sample, there is a very small chance this
information could accidentally become known to
you, your doctor, or others. Knowing you have
an increased risk of developing a problem may
also have a harmful psychological effect on the
way you think about your future. It could also
affect your relationships with members of your
family, especially if this changes their risks. We
will be careful to see that disclosure does not
happen, without granting that disclosure could
never happen.

Risks of racial or ethnic association

It is possible that this study will show that
members of your race or ethnic group may be at
higher risk of developing cancer than others.
This may be seen as stigmatizing or
discriminatory information.

Risks of sample collection

There is a small chance that drawing your blood
will be painful or will cause bleeding, infection, or
dizziness. The information gained from the study
of your DNA cannot be linked to you since no
identifying information will be kept.
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Other risks

These are the best known risks of research in
which tissue samples are used. There might be
other risks we do not know about yet.

What are the benefits of taking part in this

Study? [Generally genetic testing is not believed to
directly benefit subjects, although there are cases when
there is an expected therapeutic benefit.]

Participating in this study is not expected to
benefit you directly. If the study is successful, it
may some day help prevent liver cancer in
others or lead to more effective treatments.
Some people also find satisfaction in
contributing to scientific knowledge.

Are there any alternatives to taking part in

this study? [In the case of non-therapeutic research,
clarify in this section that participation in the research is not
required for participants to treatment or a diagnosis that
would normally be available to them outside the research
context.]

Participation in this research study is voluntary.
The results of the tests conducted for this study
will not be shared with you because their
reliability and value in treating or diagnosing
conditions is not known.

If you would be interested in determining your
risk of developing cancer once such a test
becomes available, reliable, and helpful, you
should periodically ask your doctor or a genetic
counselor if the test is available, and ask him or
her to discuss its advantages and disadvantages
with you. A genetic counselor is professionally
trained to help you understand what genetic test
results mean and don't mean for you and
members of your family.)

How will my confidentiality be protected?
The results of this study may be published in a

medical journal, but the only people who would
be able to identify you from published
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information will be those involved in the
research. Your confidentiality will be protected
by ensuring no identifiable information is
connected to your sample. Nothing will be
written on the sample that anyone, including the
researchers, will be able to connect back to you.

Will commercial products be developed from

my sample? [This information should be included if any
potential exists for the tissue or blood sample to lead to a
test, technology, cell line, or other product that could be
patented or sold for commercial gain.]

Cells obtained from your sample may be used to
establish a cell line which will be used to help
identify genes, or genetic markers. A cell line is
one which will grow indefinitely (permanently) in
the laboratory. These cell lines may be shared
in the future with other researchers with no
identifying information about you. Cell lines may
be useful because of the characteristics of the
cells and/or the products they may produce.
These cell lines may be of commercial value, but
you will not be able to share in the profits from
commercialization of products developed from
your tissue or blood samples.

If | start this study, can | change my mind?
Participation in this study is voluntary. You can
stop your sample donation at any time. After
your sample is collected, we will not be able to
withdraw it from the study because we will not
be able to identify which is your sample. We
encourage you think very carefully about
participating in this study, and be as sure as you
can that you will not change your mind after your
blood is drawn.
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What if | have questions?

If you have any questions or concerns about the
research study or the information in this
document it is important that you talk to Dr. X or
one of the other members of the research team.
You may also want to discuss this with your
doctor, nurse, or a genetic counselor. For more
information about the rights of research subjects
or participants, you may call the Research
Committee of Hamad Medical Corporation at
4439 2440.

Duration of the research: [Describe how long the
prospective participant is expected to be in the research
and what expectations the investigator might have about
the participant’s time spent in the research]

Names of the sponsors of the research: [if
applicable) and details about where the research is going to
be conducted (Give information to the participant about all
the sponsors of the research, any issues of conflict of
interest and also where the research will be conducted]

Assurance of anonymity and confidentiality:
[Confidentiality about the results/specimen/laboratory or
any other data]

As participant in this research, the research
team will only ask you about your age, race,
gender, ethnic background, family history and
your health history. This information will be used
to document your participation in this research,
and to assess your eligibility to participate in this
research. This information will not be linked in
any way or form to the sample you gave. The
sample will be truly un-identified from the
moment that you leave the research location.

Signed Consent for Study Participation
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Consent: You (the participant) have read or have
had read to you all of the above. Dr. [insert
name]_or his/her authorized representative has
provided me with a description of the study
including an explanation of what this study is
about, why it is being done, and the procedures
involved. The risks, discomforts, and possible
benefits of this research study have been
explained to me. | also understand that this
research involves genetics testing, and that the
results of testing on my sample will not be
disclosed to me. | was also informed that
participation in this research is voluntary and the
decision to participate or not to participate is
mine. There will be no consequences If | decide
not to participate, and | can withdraw my
participation at any time till the moment | gave
the blood sample to the laboratory. By signing
this form, you willingly agree to participate in the
research study described to you. You will
receive a copy of this signed consent form. As
long as the study is renewed as required by the
Research Committee, your signature on this
document is valid for the duration of the entire
research study. Should any changes occur
during the course of the study that may affect
your willingness to participate, you will be
notified.

200
Harad

duhllvgalljhgo
Medical Research Center

(18 ) @l 8 olial a8 pad) Ul 81 ddadl) L) 48 sal)
Gt sl ool Cald) an) 3 Gl 13y Galall odel (3 jall
dalal) 1 ldind 5 il JS e Gilal 5 (Al ol 7 5 o6 8 e
G5 Aal ) axe s sl slays 758 & Al Gl dulall
13 o Zlaadl sz d Laay) a3 LS dulall ¢ jal e 3 pall i 5dll
Ehh Gobd Ol Gadll 318 )y ) Ganidl) o adiey Gl
Caadl 138 84S Ll ol el &5 LS L peas (o dalall jasil)
e sl AL LAl Glhe J Ly pald ek dee
Y bl Candl 13 8 AS i) aney ) AN o3lA3) Al 8 AS L)
L Aiaieall (Bgia o Glaa 5 lasi (51 13 (5 8 e i
Sy gl b canll 13 8 AS L) Alial g e g il Sy
G el i ol (s A8 plaay uaall ) Aied) ailus (8 oL Al s
Gl g) ol aBgihg Ao piallg 8ea jall g Adatddl g2l ol Bges
O 8mm llas CageJ Am5 5 lly Cn) B RS e
Lelel )l (i AS jLially i) o o Jay 13 e AR5l oda
i 5 e Jig 8 et sl b 13 gaall dal J8 (g by
Al bl Gaad Al Sl B A ladl 4

HAMAD MEDICAL CORPORATION
RESEARCH COMMITTEE
18/05/2011



C

€ HGH \f‘vm ‘*’“RH ‘*’“AAH‘
CAKH |C OTHERS

HC NO:
PATIENT NAME:
DOB:

GENDER:
NATIONALITY:

Consent form template for studies involving
genetic testing

Truly Unidentifiable samples
Possible Significant Risk

You are free to ask as many questions as you
like before, during or after in this research. The
information in this form is only meant to better
inform you of all possible risks or benefits. Your
participation in this study is voluntary. You do
not have to take part in this study, and your
refusal to participate will involve no penalty or
loss of rights to which you are entitled. You may
withdraw from this study at any time without
penalty or loss of rights or other benefits to
which you are entitled.

NOTE: This template is for studies that use
truly unidentifiable samples (i.e., no codes or
indirect identifiers will be associated with the
samples), but the risks to subjects might be
significant should inadvertent disclosure occur.

PLEASE DO NOT CHANGE THE FORMAT
OF THIS TEMPLATE
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Invitation to participate and summary
[State the overall purpose of the study in simple terms]

You are invited to participate in a research
study being conducted by Dr. X and others at
the Hamad Medical Corporation. Researchers
from in Qatar and other countries

are also working on this study.
They will be studying blood cells looking for
mutations (changes in genes) that might cause
people with hepatitis to develop liver cancer
later in life. You are being invited to participate
in this study because you have hepatitis or
have had it in the past. This form reviews
several things you should know before you
agree to participate. Participation in research is
voluntary, and you may refuse to participate
without any loss of rights or privileges to which
you are otherwise entitled.

What is the purpose of the study?
[Explain to potential subjects why the study is being done]

Liver cancer (hepatocellular carcinoma) is a
common cause of death around the world. It
has been known for many years that people
who have certain types of hepatitis have a
somewhat higher chance of developing liver
cancer later in life. However, not all people with
hepatitis will go on to develop cancer. Dr. X
and his colleagues are trying to find out if there
is something different in the genes of people
who develop liver cancer after having hepatitis.
If they find a difference, it may allow doctors to
find people who are at a greater risk of
developing liver cancer. If so, it is possible that
following those people more closely will allow
earlier detection of the cancer so that it can be
treated more effectively. Finding mutations that
increase the risk of cancer may also lead to
additional research, which could someday help
doctors develop more effective treatments for
liver cancer, or even ways to prevent the
cancer from developing in the first place.
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What does participation in this study

involve? [Explain (1) the procedures that subjects will
undergo for the study, the information that will be collected
from subjects, how the information will be collected, and
why the information will be collected; (2) the type of
sample and how it will be collected (e.g., by blood draw,
skin biopsy, cheek swab); (3) in simple terms what will be
done with the sample; and (4) whether there are an
specified or unspecified future plans for use of the sample]

Some mutations are more common among
people from particular racial or ethnic groups,
or in people who have had other medical
problems in the past. Knowing background
information about you will help Dr. X determine
whether this is true for the mutations he is
looking for. You will be asked to give your age,
race, gender, ethnic background, family history,
and your health history. We will then ask your
permission to take like 2 spoons of your blood
from a blood vessel in your arm. This blood will
be used in this research.

The researchers won't keep any information
that identifies you or that lets them know which
blood sample came from you. This will help
protect you from the risks of genetic testing
(see "Risks" section). It will also have other
consequences. For example, if researchers
identify a gene that increases the risk of
developing a preventable medical problem, this
study cannot tell you, members of your family,
or your doctor whether or not you have that
gene.

DNA will be removed from your blood sample in
the laboratory. DNA is present in your genes.
Genes are the material passed from parent to
child that influences the make-up of the body
and mind, such as how someone looks and if
someone is more likely to get a disease. Some
of the DNA may be saved for future testing, and
some of the cells from your blood may be kept
alive and growing in the laboratory as a "cell
line". This will allow Dr. X to get more DNA if
he needs it (see below). The rest of your blood
sample will be thrown away. The DNA will be
studied, and patterns in your DNA markers will
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be recorded and compared to those of other
people with hepatitis, some of whom have had
liver cancer. If any patterns are found
consistently in those who have cancer but not
in those who have not had cancer, further
testing will be done to see if those patterns are
markers of a nearby gene or genes that are
responsible for the increased risk of cancer. If
that turns out to be true, further testing will be
done to identify those genes and study them.

MODEL LANGUAGE FOR WHEN SAMPLE
WILL BE DESTROYED:

DNA will be saved and the cell line will be kept
alive in the laboratory until the study is
completed, which is expected to be within the
next 2 years. It will then be thrown out.

MODEL LANGUAGE FOR WHEN SAMPLE
KEPT FOR FUTURE USE:

DNA will be saved and the cell line will be kept
alive as long as possible, hopefully for many
years. This way, as more is learned about
hepatitis and cancer, your DNA may be used
for additional research. For example, it is
possible that more accurate genetic testing may
become available in the future, or that a follow
up study will be done years from now. It is
important to remember, however, that no one
will be able to identify which cell line is yours
because all identifying information will have
been removed.

Dr. X may also want to use your cells or stored
DNA in other research in the future, or share
them with other researchers for use in their
work. Please initial below if you do not want
your sample used in other research studies. If
you do not initial this it will not be possible for
you to withdraw your sample later because the
research team will not be able to identify it.

[J 1 do not want my DNA or tissue used for any
future research or shared with other
investigators
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What are the risks of participating in this

study? [Address the potential risks associated with (1)
the disclosure of information obtained in the study; (2)
racial or ethic associations that might be drawn from the
study results; and (3) the risks associated with the
collection of the sample. Because of the nature of genetic
research and not all risks can be known at this, this
section also should include a statement that there may be

unknown risks associated with participation in such
studies.]

Risks of disclosure

Even though we will remove identifying

information and do not intend to tell you or
anyone else the results of the testing on your
sample, there is a very small chance this
information could accidentally become known
to you, your doctor, or others. Knowing you
have an increased risk of developing a problem
may also have a harmful psychological effect
on the way you think about your future. It could
also affect your relationships with members of
your family, especially if this changes their
risks. We will be careful to see that disclosure
does not happen, without granting that
disclosure could never happen.

Risks of racial or ethnic association

It is possible that this study will show that
members of your race or ethnic group may be
at higher risk of developing cancer than others.
This may be seen as stigmatizing or
discriminatory information.

Risks of sample collection

There is a small chance that drawing your
blood will be painful or will cause bleeding,
infection, or dizziness. The information gained
from the study of your DNA cannot be linked to
you since no identifying information will be kept.
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Other risks

These are the best known risks of research in
which tissue samples are used. There might be
other risks we do not know about yet.

What are the benefits of taking part in this

Study? [Generally genetic testing is not believed to
directly benefit subjects, although there are cases when
there is an expected therapeutic benefit]

Participating in this study is not expected to
benefit you directly. If the study is successful, it
may some day help prevent liver cancer in
others or lead to more effective treatments.
Some people also find satisfaction in
contributing to scientific knowledge.

Are there any alternatives to taking part in

this study? [In the case of non-therapeutic research,
clarify in this section that participation in the research is
not required for participants to treatment or a diagnosis
that would normally be available to them outside the
research context]

Participation in this research study is voluntary.
The results of the tests conducted for this study
will not be shared with you because their
reliability and value in treating or diagnosing
conditions is not known.

If you would be interested in determining your
risk of developing cancer once such a test
becomes available, reliable, and helpful, you
should periodically ask your doctor or a genetic
counselor if the test is available, and ask him or
her to discuss its advantages and
disadvantages with you. (A genetic counselor
is professionally trained to help you understand
what genetic test results mean and don't mean
for you and members of your family.)

How will my confidentiality be protected?

The results of this study may be published in a
medical journal, but the only people who would

200
Hamad | HEALTH - EDUCATION - RESEARCH  (Ciga « roul=i + dan

auhllvgalljaio
Medical Research Center

s A blia
‘_;J\Q‘M\GSI\SJW\L}A:E}M‘)LM\‘)Ua\ucc‘)ﬁy::&
Coni Y ai g al llie dllia ()55 a8 AaiV) Clie L andius
OV s e

Sl oda B AS jLdal) Ail g8 A L

3 pilae 30l Ll el L e dgiad) <l HLEAY) (o asheal) (e 1 ol )
O L &gy OVl @lia S ()5 el & jliall dlly 490
&Ll i ) S daadle 3aild Gl G

1) Legiad 5580 X1 ol (S5 O @58 Y il 1 (8 o LasS
s Gipim gie b Lo Loy el 3 Ll ¢ Aaals Al s
Al ) cladle Slaaiu) ) g5 O 5 (AT (e gl 280
peslenY) o Ll Hsedlls ZUY) Ot Lad Gl s
el 6 jeal) skt b i)

Sl jal) o2 A AS jLiiall Jilay (ol dlia Ja

ALl o andl) 138 3 iy ¢ Aadlal) e ol Alls 8 oL )
lae il 5l z3lal g gadll (S Ll e et Y Cand) 138 b
Gl )z la agd lalie ()5S 8

L A sk Al Al o3 b AS LA
i il oY ki Gl Lele el b o Rl sl Gl

Ul dpuailly el (<5 B halae ol A e B e i S 1)
Go S S ey @l Galall Y Glaate) w8 L e el
ordid ol Loss ) Jla o clle Cay ald caiuildy addlad
Lagia sl e 8L ()5 lalie HLEAY) el 13) &) )5l ale L
Gt padd s &4l ple jLEiue ) LAY 1 sibee 5 W 3e
At Loy Agial) Ol LEAY) 5 agh o cliclud  Liga Ly,
((chilile o 3Y 5 el dpualy

S Aaldl) 4 ) dglan plies aiS

Ol (aladl) oKlg ¢ dpda Alaa b Au ) o il i 8
pd Glaslaall i A e clile ol Je o )alE () 98 Ko 0l
HAMAD MEDICAL CORPORATION

RESEARCH COMMITTEE
18/05/2011



be able to identify you from published
information will be those involved in the
research. Your confidentiality will be protected
by ensuring no identifiable information is
connected to your sample. Nothing will be
written on the sample that anyone, including the
researchers, will be able to connect back to
you.

Will commercial

from my sample?

[This information should be included if any potential exists
for the tissue or blood sample to lead to a test, technology,
cell line, or other product that could be patented or sold for
commercial gain]

products be developed

Cells obtained from your sample may be used
to establish a cell line which will be used to help
identify genes, or genetic markers. A cell line is
one which will grow indefinitely (permanently) in
the laboratory. These cell lines may be shared
in the future with other researchers with no
identifying information about you. Cell lines
may be useful because of the characteristics of
the cells and/or the products they may produce.
These cell lines may be of commercial value,
but you will not be able to share in the profits
from _commercialization of products developed
from your tissue or blood samples.

If | start this study, can | change my mind?
Participation in this study is voluntary. You can
stop your sample donation at any time. After
your sample is collected, we will not be able to
withdraw it from the study because we will not
be able to identify which is your sample. We
encourage you think very carefully about
participating in this study, and be as sure as
you can that you will not change your mind after
your blood is drawn.

What if | have questions?

If you have any questions or concerns about
the research study or the information in this
document it is important that you talk to Dr. X or
one of the other members of the research team.
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You may also want to discuss this with your
doctor, nurse, or a genetic counselor. For more
information about the rights of research
subjects or participants, you may call the
Research Committee of Hamad Medical
Corporation at 4439 2440.

Duration of the research: [Describe how long the
prospective participant is expected to be in the research
and what expectations the investigator might have about
the participant’s time spent in the research]

Names of the sponsors of the research: [Give
information to the participant about all the sponsors of the
research, any issues of conflict of interest and also where
the research will be conducted]

Assurance of anonymity and confidentiality
[Confidentiality about the results/specimen/laboratory or
any other data]

As participant in this research, the research
team will only ask you about your age, race,
gender, ethnic background, family history and
your health history. This information will be
used to document your participation in this
research, and to assess your eligibility to
participate in this research. This information will
not be linked in any way or form to the sample
you gave. The sample will be truly un-identified
from the moment that you leave the research
location.

Signed Consent of Study Participation

Consent: You (the participant) have read or
have had read to you all of the above. Dr.
[insert  name] or  his/her  authorized
representative has provided you with a
description of the study including an
explanation of what this study is about, why it is
being done, and the procedures involved. The
risks, discomforts, and possible benefits of this
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research study have been explained to you. It
has also been explained to you that this
research involves genetics testing and that | will
not be notified of the results. | was also
informed that participation in this research is
voluntary and the decision to participate or not
to participate is mine. There will be no
consequences If | decide not to participate, and
| can withdraw my participation at any time till
the moment | gave the blood sample to the
laboratory. By signing this form, you willingly
agree to participate in the research study
described to you. You will receive a copy of this
signed consent form. As long as the study is
renewed as required by the Research
Committee, your signature on this document is
valid for the duration of the entire research
study. Should any changes occur during the
course of the study that may affect your
willingness to participate, you will be notified.
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C HGH HFWH \ C RH ‘FAAH \
CAKH © OTHERS

HC NO:

PARTICIPANT NAME:

DOB:

GENDER:

NATIONALITY:

Consent form template for studies involving
genetic testing

Truly unidentifiable samples
Low Risk

You are free to ask as many questions as you
like before, during or after in this research, you
decide to give consent to participate in this
research study. The information in this form is
only meant to better inform you of all possible
risks or benefits. Your participation in this study
is voluntary. You do not have to take part in this
study, and your refusal to participate will involve
no penalty or loss of rights to which you are
entitled. You may withdraw from this study up
to the moment of providing the sample without
penalty or loss of rights or other benefits to
which you are entitled.

NOTE: This template is best for studies
using truly unidentifiable samples (i.e., no
codes or indirect identifiers will be associated
with the samples and the risks to subjects
would be low should inadvertent disclosure
occur)

PLEASE DO NOT CHANGE THE FORMAT
OF THIS TEMPLATE
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Project Title: 1 sl Ol gis

Name of Principal Investigator: 2 i) Galal) and

Location and phone numbers: [provide s pldl cilisl z S of oL il sgdl ald g Ciasd) ¢ o) a8 5a
appropriate daytime contact information and after-hours or :( <y
on weekends]

Each item given below has to be filled. galll gany 4wl ghia) qua sl R
Please modify according to your study .zselll e lgaa oS @09 G5l Cia Las 40030 Y)
needs. The tips highlighted in yellow can be

erased.

Invitation to participate A Liall 5 o0

[State the overall purpose of the study in simple terms] Gl by @lldg Al pall o3 o) a) (e Pl gl 2l 1 dsual
TR

Invitation 5gea

You are invited to participate in a research i< i oSl Clgall clal 48y dday Ay 3 A LAl (y5 500 AT
study because you have hepatitis or have had it 1 8 a< Ll a5l s el |zl 3 2l Gl (e s
in the past. You do not have to participate in il de I e 13 &5 3 i ols Jadi VI <o sl 1305 ¢ Gl
this research; if you choose not to do so it will = Jay) e J<3 6L Walats )

not affect your care in any way. )
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What is the purpose of the study?
[Explain to potential subjects why the study is being done]

Dr. X is trying to find out why some people who
have hepatitis develop liver cancer later in life.
If he can, it might someday help doctors
develop more effective treatments for liver
cancer, or even ways to prevent the cancer
from developing in the first place.

If you agree to participate, what will be
done?

You will be asked to give your [age, race, sex,
ethnic background, family history, and your
health history]. The researchers will not keep
any information that identifies you or that lets
them know which blood sample came from you.
About 2 tablespoons of blood will be drawn.
DNA will be removed from the blood and
studied. DNA is present in your genes. Genes
are the material passed from parent to child
that influences the make-up of the body and
mind, such as how someone looks and if
someone is more likely to get a disease.

Dr. X may also want to use your cells or stored
genetic material (DNA) in other research in the
future, or share them with other researchers for
use in their work. Please initial below your
choice about whether your sample can be used
in other research studies.

711 do not want my DNA or tissue used for any
future research.

[J | agree to allow my DNA or tissue to be kept
for future research, which might include studies
done by researchers not at the Hamad Medical
Corporation.
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Are there any risks?

There is a small chance that drawing your
blood will be painful or will cause bleeding,
infection, or dizziness. The information gained
from the study of your DNA cannot be linked to
you since no identifying information will be kept.
Nothing will be written on the sample that
anyone, including the researchers, will be able
to connect back to you.

Are there any benefits?

Participating in this study is not expected to
benefit you directly. If the study is successful, it
may some day help prevent liver cancer in
others or lead to more effective treatments.
Some people also find satisfaction in
contributing to scientific knowledge.

Who will see the results of this study?

The results of this study may be published in a
medical journal, but the only people who would
be able to identify you from published
information will be those involved in the
research.

What if you change your mind?

If you have any questions or concerns about
this study it is important that you talk to Dr. X or
one of the other members of the research team
before you agree to participate. Because once
your blood is donated there is no way to know
who the sample came from, it will not be
possible for your sample to be identified and
removed from this or any other research
studies you agreed this sample could be used
for.
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Will commercial products be developed

from my sample? [This information should be
included if any potential exists for the tissue or blood
sample to lead to a test, technology, cell line, or other
product that could be patented or sold for commercial
gain]

Cells obtained from your tissue sample may be
used to establish a cell line which will be used
to help identify genes, or genetic markers. A
cell line is one which will grow indefinitely
(permanently) in the laboratory. These cell
lines may be shared in the future with other
researchers with no identifying information
about you. Cell lines may be useful because of
the characteristics of the cells and/or the
products they may produce. These cell lines
may be of commercial value. If this happens
you will not be able to share in the profits from
commercialization of products developed from
your tissue or blood samples.

Signed Consent of Study Participation

Consent: You (the participant) have read or
have had read to you all of the above. Dr.
[insert name] or his/her  authorized
representative has provided you with a
description of the study including an
explanation of what this study is about, why it is
being done, and the procedures involved. The
risks, discomforts, and possible benefits of this
research study, as well as alternative to this
research have been explained to you. You have
the right to ask questions related to this study
or your participation in this study at any time.
Your rights as a research subject have been
explained to you, and you voluntarily consent to
participate in this research study. By signing
this form, you willingly agree to participate in
the research study described to you. You will
receive a copy of this signed consent form. As
long as the study is renewed as required by the
IRB, your signature on this document is valid
for the duration of the entire research study.
Should any changes occur during the course of
the study that may affect your willingness to
participate, you will be notified.
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POLICY AND PROCEDURE OF ADVERSE EVENTS

Instructions to Investigators

1. If there are reportable adverse events that occur in a particular participant during your clinical
trial, please fill in the attached form and submit it to the Research Committee, within 24 hours. It
is your responsibility to inform the Research committee at HMC within 24 hours in the
event of an unexpected sudden adverse drug reaction, a serious adverse event or an
unexpected serious adverse event through the Chairman, Research committee, HMC,
Doha contactable at: 2440/6166,

E-mail: research@hmc.org.qa.

2. For further information, please refer to the policy on adverse events of the Research
Committee.(Reference book)

3. Reportable adverse events: Unexpected sudden adverse drug reactions, serious
adverse events and unexpected serious adverse events are classified as reportable
adverse events by the Research Committee.

4. Unexpected sudden adverse drug reaction : A serious adverse drug reaction that is
not identified in the nature , severity or frequency in the risk information set out in the
investigator’s brochure or on the label of the drug.

5. A serious adverse event: It is defined as any event occurring at any dose that results
in any of the following outcomes: death, a life threatening event, in patient
hospitalization or prolongation of existing hospitalization, a persistent or significant
disability /incapacity or a congenital anomaly or a birth defect. Important medical
events that may not result in death, be life threatening or require hospitalization also
may be considered a serious adverse event when upon the basis of appropriate
medical judgment; they may jeopardize the human subject and may require medical or
surgical intervention to prevent one of the outcomes given in the above definition.

6. Unexpected serious adverse event : This is any serious adverse event for which the
specificity or severity is not consistent with the risk information available in the current

investigators’ brochure
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7. Reporting pregnancy that occurred during a clinical trial: The investigator has to
report a pregnancy that occurred during a clinical trial if there is a suspicion that the
investigational product under study might have interfered with the effectiveness of a
contraceptive treatment or there was a serious complication in the pregnancy (like a
miscarriage) or an elective termination of pregnancy was done for medical indications.

8. Reporting reportable adverse events that occurred at other centers of a
multicenter trial : The investigator must report reportable adverse events that
occurred at other centers of the trial if the adverse event was both serious and
unexpected and related or possibly related to the study treatment within 30 days’ of
being notified of the event. Such events must also be reported on the adverse event
reporting form of the Research Committee at HMC.

9. For any other queries contact the Chairman of the Research Committee at 2440/6166.
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Adverse Event Form

Title of the study :

Research proposal # :

Name of the participant (s):

Date and time of adverse events :

(For all reportable adverse events that occur in a particular participant during the
clinical trial)

1. Number of reportable adverse events:

(For individual reportable adverse events)

e Description or name of event:

e Mention particular events and their presence or absence

Eg: Fever: Yes /No

Date of resolution.

Intensity : ( Check the one which is applicable )
o Mild ------
o Moderate---------

o Severe ---------------

Relationship to device ( Check the one which is applicable)
o probably related----------
o possibly related----------
o not related-------------

Seriousness

o Hospitalization required ---------------

o prolonged hospitalization with a potential disability-------
o danger to life( sentinel event )---------

o Intervention required without which death /disability might

have resulted -------------—-

HAMAD MEDICAL CORPORATION
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o congenital anomaly-----------------

o malignancy--------------

¢ Anticipated

o Treatment details : ( Give details of treatment provided

HAMAD MEDICAL CORPORATION
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Research Project Extension Form

Research Project #: Date of Approval:

1. Project Title:

2. Name of the Principal Investigator:

3. Corresponding Address with Phone/Bleep No. and E-mail:

4. Date of expiry of ethical approval:

5. Location of the study(Study area):

6. Previously proposed period for the Research Proposal :

7. Please mention reason for extension:

8. Attach Recent progress report of the study: (use progress report form)

9. How much longer do you think your study will take?

10. Any other comments:
Signature of Principal Investigator: ...
Date:
HAMAD MEDICAL CORPORATION

RESEARCH COMMITTEE
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SECTION VII (B)

FORMS FOR EVALUATION

RESEARCH PROJECT EVALUATION FORM

MEMORANDUM

To

From

Subject

We would be grateful, if you kindly review the enclosed Research proposal entitled

4 ”

would be appreciated.

We would appreciate receiving your comments in the enclosed Review Form on or
before -------- :

Thank you.

Note: The reviewers are eligible for Qrs. 250/- as honorarium for the review of a research
proposal, provided that, the comments should be received to Research office within the time

limit; Plus 3 CME points from Medical Education Department.
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RESEARCH COMMITTEE
RESEARCH PROPOSAL REVIEW FORM

Reviewer #

Research Protocol:

Reviewer’s Name & Designation:

| recommend:
Approval of proposal O
Revision of proposal O

Rejection of proposal 0O

Signature of Reviewer (with stamp):

Date:

Please complete the overall assessment and scoring on the following pages.

HAMAD MEDICAL CORPORATION
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Reviewer #

Research Protocol #

Overall assessment:

[This part of the review may be sent to the Principal Investigator for information.
Please include an outline of the proposed study and an objective review of its
scientific merits. Your opinion should be supported by references whenever
possible. Please provide score (1=poor, 10=excellent) for each items with detail
description (Use additional sheets if needed)]

Originality [Score: ]: Description
Rationale [Score: ]: Description
Design & Methods [Score: ]: Description
Ethical considerations [Score: ]: Description
Statistical considerations [Score: ]: Description
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PROGRESS REPORT FORM

6 Months 12 Months 18 Months 24 Months
L] L] L] L]
Research Proposal #: Date:
1. Title:

2. Name of the Investigator with Address with Phone/Bleep No.
and E-mail:

3. What sort of Consent Form are you taking from subjects in the

study?
(Please tick in the appropriate box)

a. Signed Informed Consent L]

If yes, are you putting the copies of consent in the medical records

file?
Yes [] No []
b. Waiver of signed informed consent form ]

If yes, are you giving the copy of consent to the participant?

Yes [] No []

c. Waiver of Informed consent ]

4. Have you had any serious adverse event during the study?
(For Clinical Trial Only)
Yes [ No [

HAMAD MEDICAL CORPORATION
RESEARCH COMMITTEE
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If yes, have you informed Research Ethics Committee, Please Specify?

5. Sample size planned for the study:

6. Subjects / Specimens studied so far:

7. When do you expect to finish data collection and data entry?

8. When do you expect to finish Result Writing and Submission of
Final Reports?

9. Amount of budget sanctioned for the study:
Yes [] No [ NA []

If yes, how much? Qrs:

Amount of the budget you have spent till now: Qrs:
10. Amount of Money reimbursed from MRC:

Yes [] No []

If yes, how much? Qrs:

11. Any difficulty faced in implementation of the study:

If yes, please specify:

12. Would you need any additional help from the Medical
Research Department?

Signature of the Principal Investigator:
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Medical Research Center- Clinical Research Audit Form

Patient’s HC/ HMC #:
Address:

Research Project number:
Principal investigator’s name:
Project Title:

Questions
Do you know that you had agreed to participate in a research?

Did the Principal Investigator introduce him self to you?

Did the PI explained study:

o Benefits
Risks
Safety measurements
Contact person in case of adverse event/ emergency
Alternative treatments / therapy if available
Confidentiality

Did the PI give an opportunity to you to ask a question?
Did the Pl answer your question?

Did the PI explain the right to withdraw from the research to you, at
any time?

Did the PI take a signed consent from you?
Did the PI give you a copy of the signed consent form?

Have you been offered any compensation for your participation in
research?

Yes No
O O
O O
O O
O O
O O
O O
O O
O O
O O
O O
O O
O O
O O
O O
O O

HAMAD MEDICAL CORPORATION
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Remarks;

Name of the staffs who did the interview:

Signature:
Date:
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SECTION VIl

CHECKLIST

RESEARCH COMMITTEE CHECK LIST
FOR
INVESTIGATORS

The proposal material should be collated as follows:

1. Memo of proposal submission to the Chairman, Research Committee from the
Principal Investigator, through his/or her Department Chairman.
Indicate in the memo, the following:

If an expedited review is requested;

If there is a potential external sponsor / collaborator for the study
(indicate name, contact person, how to contact);

If the study is a multi-centre study, and if so, if it was approved by a
research regulatory body similar to the RC (enclose copy of supporting
documents).

2. The proposal (abstract, introduction, specific aims/hypothesis, methods,
statistical considerations, ethical considerations, work plan, references).

3. Associated Forms (Research Grant Form, Investigator's Assurance Form,
Consent Form (both Arabic and English), Pharmacy Information letter,
Proposal Clearances Form etc.)

4. CV of Pl and CV summary of Co Investigators.

An original and an electronic copy of the proposal should be delivered to the
Research Committee, Medical Research Centre, Building No16, 4" Floor, Hamad
Medical City
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RESEARCH CHECKLIST

1) What is the merit of this research? Is it worth doing? Will it solve the
problem posed?

2) What is the benefit or potential benefit to the study population, to society,
to the Hamad Medical Corporation and / or society to the body of
‘knowledge.”

3) What risks, discomforts, side-effects, hazards are involved? Are these
justified in view of the potential benefits? How will such effects be dealt
with?

4) Have previous animal studies been done or is there a safer way of carrying
out the study?

5) How invasive or intrusive is the research?

6) How is the study being funded? Are the researchers or study population
likely to be motivated by financial incentives?

7) What costs/resources are involved? Are they justified in terms of the
potential benefits of the study?

8) Is the research methodology basically sound? Are there any elements of
the methodology which jeopardize the integrity of the study and the value
of its results?

9) How will confidentiality be safeguarded? How is the study data collected,
stored and secured?

10) Is provision made for obtaining free and informed consent?  Will
appropriate information be given to subjects and in an appropriate way?
Will subjects be free of coercion and will they be aware that they can
withdraw at any time? How will consent be sought and obtained?

a) If subjects are judged incompetent to give consent, what are the
grounds for such a judgment, and who will give informed consent?
If the subjects for the study are judged to be incompetent, is it
essential that they form the study population, or can the research
be carried out on competent subjects?

b) If children are involved, how are they to be informed and their
agreement sought? If a child and the parents disagree about
consent, how is this to be resolved?

11) Do all aspects of the study demonstrate a high level of veracity (truth-
telling)?

12) If study results involve the identification of conditions requiring follow-up or
treatment (e.g in screening/prevalence studies), will adequate action be
taken?

13) Will the study results be monitored and published free from interference by
individuals, organizations, or financial sponsors?
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RESEARCH COMMITTEE

CHECK LIST FOR RC MEMBERS

1 Proposal and proposal summary:
1.1 Assessment of level of risk (check appropriate category):
o No risk

o Minimal risk. (The probability and magnitude of harm or discomfort anticipated in
the research are not greater, in and of themselves, than those ordinarily
encountered in daily life or during the performance of routine physical or
psychological examinations or tests).

o Greater than minimal risk but has potential direct benefit

o Greater than minimal risk and no direct benefit, but has potential to yield

generalisable knowledge about the subjects’ disorder or condition.

1.1.1  If risk is greater than minimal, are the risks reasonable in o Yes o No
relation to potential benefits?
1.2 Have risks for all subjects been minimized via use of an o Yes o No

appropriate research design?

1.2.1 Is the subject population equitably distributed? oYes o No
1.2.2  Are inclusion and exclusion criteria appropriate? o Yes o No
1.2.3  Does the study include vulnerable subjects? oYes o No

HAMAD MEDICAL CORPORATION
RESEARCH COMMITTEE
18/05/2011



‘s
200
Harad

duhllvgalljhgo
Medical Research Center

1.2.4 Indicate (circle) vulnerable subjects to be enrolled: o Yes o No
Minors, Pregnant women, prisoners, fetuses, mentally

disabled individuals, educationally or socially disadvantaged

persons.
1.3 Are additional safeguards in place to protect vulnerable

subjects?
1.3.1  Are all subjects’ rights and welfare protected? oYes oNo
1.3.2 If minors are to be enrolled in the study, is the assent oYes oNo

category indicated?
1.3.3 Will privacy and confidentiality of research records be oYes oNo

adequately protected?

1.3.4 Has safety been maximized for all subjects? oYes oNo
2 Consent Document:

2.1 Are the basic elements of informed consent incorporated? oYes oNo
2.2 Will the consent document be understandable to an individual oYes oNo

with a sixth grade education?
2.3 Has the PI requested a modification in the consent process oYes oNo
(waiver of informed consent)?
Does it fulfill all four requirements for a waiver? oYes oNo
2.4 Has the Pl requested a modification in the documentation of oYes oNo
informed consent (waiver of signed consent)?

Does it fulfill all four requirements for a waiver? oYes oNo
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