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Standard Operating Procedures (SOPs)
Faculty of Medicine, )
Minia University, Research Ethics committee

A. INTRODUCTION

Faculty of Medicine, Minia University is committed to high quality scientific research in all

aspects ol the health and behavior ol people and such research depend principally on the
participation of humans as subjects in conducted research.

While the primary goal of research is to enhance the well-being of society, an important

tive of research involving human subjects is protection of the rights and welfare of

objec
cine, Minia University REC was

subjects who participate in research. Faculty of Medi
constituted and operating & guided by the ethical principles embraced by:

1. The “Declaration of Helsinki”,
2. “Belmont Report”,

3. “CIOMS” &
4. “ICH-GCP” guidelines.

Such principles include autonomy (respect for persons), beneficence (protecting subject
welfare), non-malfeasance (minimizing potential harms of research) and justice (avoidance

of exploitation). Justice also requires that the benefits and burdens of research be
distributed fairly among all groups and classes in a society, as well as between the different

countries who arc participating in the research.

B. ASSURANCES

The “Dean” and “Vice Dean of post-graduate studies and research” will oversee the
research practices in the Faculty of Medicine ind assures that these practices will conform
to the principles of research cthics. Part of this assurance includes the development and

1

The Rfsc&arch Ethics Committee of Faculty of Medicine, Minia University is constituted and operating
according to declaration of Helsinki, CIOMS & ICH-GCP guidelines and applicable local and institutional

Regulations and guidelines which governs EC operations.
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establishimen of a
Flommittee (REQ)
Involving human subjects,

C.
1.

REC MISSION AND AUTHORITY

Scope and Purpose
Tlu; purpose of the REC is (o protect the righgs, salety, and w
subjects. To achieve this, (he REC must advise investigators
Projects in a manner to miniy

nize potential harm (o human sub;
planned research involving h

uman subjects prior to initiation
research that meets established criteria for protection of

approved research to ascertain (hat human subjects protec

REC responsibility and authority

The human subjects’ research carmed out at Faculty of Medicine and the university
hospitals must be reviewed and approved or determined exempt by the REC prior (o
the involvement of human subjects in research. Accordingly, the REC has the following
responsibilities and authority;

elfare of all research
n designing research
€cts, review submitted
of the research, approve
human subjects, and monitor
tion is sustained.

® The REC will review and have authonity to approve, require modifications {to
secure approval), or disapprove initial and continuing reviews of all research
activities;

®* The REC will have authori
research that is not bein
or that has been associ

y to suspend or terminate an already approved
g conducted in accordance with the REC’s requirements
ated with unexpected serious harm to subjects.

The REC must report to the Dean and Vice Dean unanticipated problems
mvolving risks to subjects and others

Or serious or continuing noncompliance by
investigators.

D. CONSTITUTION OF THE REC

The REC will be constituted to ensure:

a) Competent review of the ethical aspects of the research and

b) Independence from influences (hat could affect the performance of unbiased
Teviews.

2

i i ici ini iversity i ituted and operating
The Research Ethics Committee of Faculty of Medicine, Minia University is constitut d oper:
according to declaration of Helsinki, CIOMS & ICH-GCP guidelines and applicable local and institutional
Regulations and guidelines which governs EC operations,
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Chairperson and vice chair

a. Appointment:
On developing a new commiltee, the chairperson will be appointed directly by the
Dean. Neither the Dean or Vice-Dean can be involved in the committee to ensure

independence of the REC [rom institutional influence.

b. Qualifications of the chair and vice chair:
The chairperson shall have the [ollowing qualifications:
I. A medical stall afTiliated to the Faculty of Medicine holding at least MD or

PhD degree.
1. Good experience in performing resecarch
iii. Basic training in research ethics, research methodology & design, statistics &

scientific writing.
1v. Good communication skills and leadership characteristics.
v. Committed to the protection of human subjects in research

C. Terms of appointment:

The chairperson will serve for a period of three-years. Afterwards, the appointment
of the chairperson could be renewed by re-appointed by the Dean. The
chairperson shall not serve for more than two consecutive three-year terms.

d. Vice-Chair (coordinator or general secretary):

The chairperson will choose a vice-chair to help him (or her) in carrying out his or
her responsibilities. The vice-chair will carry out the chairperson duties in his/her
absence upon written permission from the chairperson.

Members of the RECs

a. Members: Members of the RECs will reflect a multidisciplinary and multi-

sectorial composition, including relevant scientfic expertise (i.e., appropriate to the
types of protocols that will be reviewed), balanced age and gender distribution, a
mix of junior and senior staff members, a mix of medical/non-medical scientific

3

The Research Ethics Committee of Faculty of Medicine, Minia University is constituted and operating
according to declaration of Helsinki, CIOMS & ICH-GCP guidelines and applicable local and institutional

Regulations and guidelines which governs EC operations,
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entatives (e.g., lawyer,

f'md non-scientific persons including nonaffiliated lay repres
journalist) to reflect the differed viewpoints of the community.

the REC should be kept fairly
| that a minimum of five persons
pecilic recommendation for a

ould be kept in mind that
11 is the

b. Numbers: The number ol persons in
reasonable e.g. 9 members. It is generally acceptec
is required to compose the committee. There 1s no s
widely acceptable maximum number of persons, but it sh
too large REC will make it difficult in reaching conscnsus. Hence,

maximum recommended number if necessary.

C. Qualifications and criteria of selection:

1. Affiliated Members should:
' Hold at least a doctorate degree
Have an interest in research issues and research

Be reputable and trustworthy

1.
ethics

1.

1il.
v. Be willing to volunteer their time and effort
V. Be willing to sign a confidentiality agreement regarding meeling
deliberations, applications, information on research subjects and other
related matters
vi. Have a basic background on bio and research ethics, research design &
methodology,
9. The non-affiliated community representative:
e (o ensure Pproper

Is exempted from having a doctorate degre

representation of a large sector of the community wh
qualification. However, it ‘s necessary to have a general awareness as well as
clear understanding on regulations, laws and rules applied on reviewing

scientific proposals ethically

o might not have such

Conditions of Appointment: Each member will:

Agree to meet all education and training requirements
Accomplish all the specified duties upon enrolment in the REC e.g.

d.

I

1L

attendance of meetings, review protocols within the dllocated time...etc

iii.  Sign a confidentiality agreement regarding meeting deliberations and
lications and submitted protocols.

information on research subjects, app

4
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The Research Ethics Committee of Faculty of Medicine,
plicable local and institutional

according to declaration of Helsinki, CIOMS & ICH-GCP guidelines and ap
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e. Appointment Process

L ‘Inil:ial Constitution of the REC

An initial core group ol members will be selected directly by the Dean that
got Ll}c mandate (o develop and establish a REC. The core committee will
ld}?nllr}’, interview, and then choose, by consensus the subsequent members
of the commiittee.

il Subsequent appointment of members

The REC will idendly prospective members and review with them the
nalun-: and demands ol serving on the REC giving the priority to previous
experience and training in research ethics. The full REC will, by consensus,
approve the selection of the prospective member.

1l Conflicts of interest should be avoided when appointments are
fnade. There should be transparency and management of the conflict of
interest which should be dealt with on case by case basis.

f. Terms of Appointment
Duration: Each member will be appointed [or a cycle of 3 years in

1.
duration.
1. Renewal: At the end of each cycle of appointment, members

wishing to stay on should make a written request to the chairperson.

Subsequent renewal will depend on prior quality of work, expanding
experience in research ethics and attendance performance and be
determined by a consensus of the full committee.

111. Resignation: Members wishing to terminate their appointment prior
(o the 3 year cycle shall send a written letter of resignation to the
chairperson 2 months in advance in order to have enough time to appoint

another member.
Iv. Disqualification: Members may be asked to leave the REC if any of

the following occurs:
1. Failure to attend two consecutive meetings without permission or

more than half of the meetings.
Negligence in reviewing protocols

2
3. Breach of confidentality agreement
4. Termination will be decided by a majority vote of the full REC.

5
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g. Orientation and training of REC members:

® Initial Education: Following appointment the new member will go through
the REC orientation, which consists of an introductory lecture followed by an
informational session on practical matters with the REC chair. Subscquent
education may take one of the [ollowing types:

L Comprehensive workshops in research ethics

il. Completion of a training website in research ethics.
e Continuing education: The REC should set standards for continuing
education of its members every three years (e.g., regularly scheduled review
of published articles in research ethics, attendance at workshops, etc.)

h. Conflicts of Interest:
No REC 1nay have a member participate in the REC’s initial or continuing
review of any project in which the member has a conflicting interest, except
to provide information requested by the REC. Examples of such conflicts of
interest could include: a member of the REC who serves as an mvestigator
on research under consideration by that REC; or a member who holds a
significant financial interest in a sponsor or product under study.

3. Independent Consultants

The REC may, at the discretion of the chair or its members, invite individuals with
competence in research ethics as well as special areas to assist in the review of issues that
require expertise beyond or in addition to that available on the REC. These individuals
may not vote with the REC. Consultants are not included in determining or establishing a
quorum at the meetings. REC meeting minutes reflect the presence of consultants.

6
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E. REC RESEARCH REVIEW  EVALUATIONS
PROCEDURES, CRITERIA AND ACTIONS

. The REC is charged with the responsibility for reviewing and monitoring
subject research conducted under the mandate of Faculty of medicine. Thercfore, the first
question with respect to REC review of a research proposal is a determination of whether

such proposal fits the definidon of rescarch.

human

a. Is it research?
“a systematic investigation, including development, lesting,

Research is defined as
to develop or contribute to generalizable knowledge. Thus, a key

and evaluation, designed
aspect of research is that there be a systematic design in advance, generally uthzing a
contributing to generalizable

scientific approach or protocol, for the defined purpose of
knowledge. Research can encompass a wide variety of activities, including: expeniments,

observational studies, surveys, tests, and recordings.

Does it involve human subjects?

A human subject is defined as “a living individual about whom an investgator
ntervention or interaction with the individual,

conducting research obtains (1) data through 1

or (2) identfiable private information.” Identifiable private information “includes
information about behavior that occurs in a context in which an individual can reasonably
expect that no observation is taking place,” (such as a public restroom) “and information
which has been provided for specific purposes by an individual and which the individual
can reasonably expect will not be made public (for example, a health care record).”
Intervention includes physical procedures, manipulations of the subject or manipulations
of the subject’s environment for research purposes. Interaction includes communication
between the investigator and the subject. This includes face-to-face, mail and phone

interaction as well as any other mode of communication.

b.

Meeting Frequency
The REC will meet at regular time intervals in accordance to the needs of the

workloads, but generally the REC should meet at least once a month on a regularly
scheduled day. For example, every two weeks, every month, etc. In certain circumstances,

RECs can meet on an “as needed” basis.
7
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Schedul E
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applications requirin eungs may be cancelled by the chair due to a) insufficient number of

altendance, or ¢) otl g review at a convened meeting, b) inability to securc 2 quorum for

otherwi » other reasons as may arise that make a scheduled meeting unnecessary or
ViS¢ Inappropriate.

Quorum Requirements
a. The number required to compose a meeting will be half of the members with a

nununum of five,
profession (c.g., medicine)

I - . .
b. No quorum will consist entirely of members of one

Submission of Applications for New Studies
a. Persons Submitting: An applicaton form for review of the proposed research project
shall be submitted by the principal investigator of the research. It should be noted
that an extra form should be filled in case of clinical trials.

b. Materials Submitted: Each application should consist of the following:
A signed and dated application [orm (developed by the REC)

Full protocol
Summarized protocol (not more than 350 words)
d/or English). An additional form 1s required n

Consent form (Arabic an

cases of future storage.
Product brochure for new drug/device

Time plan for the study
CVs for the principal and co

Copies of actual questionnaires {0 Le
Copies of materials to be used (e.g., advertisement

potential research subjects.
10. Signed investigator assu,-f;:,ac"iigre}zment to comply with ethical principles
and legal reqwrcmients set out in relevant laws and guidelines. If the
_— - . . s B
_pplication 1s incomplete or otherwise not fully prepared for review, 1L 18

returned to the investigator or a request is made for necessary clanges or (o

— provide additional information. =

-investigators
used in the study
<) for the recruitment of

wgb\]mm

11. Extra information are listed in cases 5t clinmcal trials.

c. Deadline ' il o |
1. Submission: 'I"he"éi_c»ﬂmﬁ for Sub1m551on will be at least 15 days prior to
the meeting “‘.’-“’I‘J"" the protocol will be reviewed by the REC.

8
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* If}:}'e_SUgator notification: investigators will be hotified of an REC dedision
within 3 days after a decision has been reached.

Review of Applications of New Studies
) The REC will use a primary & secondary reviewer system in which two members
will be assigned to lead the review and present the protocol for discussion at ic
convened meeting. Al REC members will be provided with detailed materials
Il be able to discuss the protocol at the

describing the research so that each member wi
Imeeang.

Member review:
o A member will be selected to be the primary reviewer of the protocol and

will be responsible for:
o Completing the primary reviewer form -
col for discussion at the meeting

o Presenting the proto

o All members will receive protocols for review at Jeast 2 week prior to the

review meeting
o All members are required to review all submitted materials and be prepared to

discuss all protocols at the convened meeting.

REC Evaluation Criteria:

The REC will assess the following review criteria:
o Acceptable Social Value to the community/country

The REC will consider the assessment of scientific design as
e. The REC will consider

o Scientific Design:
(e.g.,

determined by a separate Research Commilte
clements of scientific design not reviewed by the Research Committee

justification of the use of placebo control arms, inclusion and exclusion cntena,

etc.).
Recruitment of Research Subjects: In accordance with Belmont principles, both

o)
the burdens and benefits of research should be distributed equitably. Selection
of subjects is one important means of ensuring that the burdens and benefits of
research shall be distributed equitably. In making this assessment the REC will

9
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setting in which the

vill be conducted and should be particularly cognizant of the special
lll'f)hlcm,q ol research involving vulnerable populations, such as chuldren,
prisoncrs, pregnant women, mentally disabled persons, or cconomically or
educationally disadvantaged persons, Il such vulnerable populations will be
potentially enrolled in rescarch, then the REC will determine  the
appropriateness ol additional saleguards 10 provide added protection L0
vulnerable populations.
The REC will identfy all risks (physical,
) involved in the research. Risks to subjects
must be minimized by using procedures (hat are consistent with sound research
design and that do not unnecessarily €xpose subjects to risk, and whenever
appropriate, by relying on procedures already being performed on the subjects

for diagnostic or treatment purposcs. Risks to subjects must be reasonable n
relation to anticipated benefits, il any, to subjects,

and the importance of the
knowledge that may reasonably be expected (o result.
o Privacy of Subjects and Confidentiality Procedures (0 Protect Subjects’ Data:

The REC will determine the appropriateness of procedures in place to cnsure
subject privacy and to ensure the confidentality of data obtained from the

subjects.

o Procedures to Monitor Subjects During the Study: The REC will consider the
appropriateness of criteria for prematurely withdrawing research subjects for
salety considerations (if applicable); the adequacy of provisions (o monitor
salcty of research subjects; and the determination of whether a Data Safety

Monitoring Board (DSMB) is required.

o Informed Consent: Unless specilically waived
must be sought from each prospective subject or

representative.

Externally Sponsored Studies/Projects:

Sometimes research is undertaken in Egypt but sponsored, financed, and
sometimes entirely or partly carried out by an external international or mnational
organization or pharmaceutical company with the collaboration or agreement of the
appropriate authorities, institutions and personnel of Egypt. In such externally sponsored
research, the REC in the Faculty of Medicine and in the country of the sponsor will have
responsibility for conducting both scientific and ethical review, as well as the authonity to
withhold approval of research proposals that fail to meet their scientific or ethical

o Analysis ol Risks and Benelits:
psychological, social, and ¢conomnic

by the REC, informed consent
the subject’s legally authorized

standards.

10
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The RE
re : C'-at Faculty of Medici : : :
sponsibilities: cine will have the following special
O determine w .
and Dl‘iod(je:w[;];;r the ObJGCQVcs of the research are responsive (o the health needs
of Egypt to avoid exploitation of underprivileged communities

o Obtain i i : i
Egypt tm:lonllaupn regarding the type of post-trial benefits (o the community and
begypf o €t_cn_nme that the burdens and potential benelits ol the research have

en fairly distributed between the participating countries.

o Should ldetenuine whether the research plan conllicts with
community’s customs and traditions.

the involved

o Review of the adequacy, completeness, and understandability of written and oral
d, written informed consent can be

information Determination of whether signe
waived and the validity of alternative procedures (o document the provision of
informed consent

o The determination of whether informed consent could be obtained from the subject’s
legally acceptable representative.

o Determination of whether the informed consent document contains the required basic

elements of consent (see checklist).

Expedited Review
o Certain minimal ris
expedited decisions shall be con
The REC shall establish criteria by which

expedited procedure.

o b. “Minimal risk” mean
anticipated in the research are not greater in

encountered in daily life or during the perform
examinations or tests.

k protocols may receive expedited review by the chairperson. All
imunicated to the next convened meeting of the REC.
protocols can be reviewed by such an

s that the probability and magnitude of harm or discomfort
and of themselves than those ordinarily

ance of routine physical or psychological

Voting and Decision making

o All members who attended the meeting while the protocol was discussed will
in the voting unless a member has a conllict of interest. Those members
the vote should be recorded as either voting for, against, or
(e.g. due to conflict of interest)

participate
physically present for
abstaining. Members who are excused from the vote

11
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should physically leave the room, would not be counted in the aforementoned

tally, and should be identified by name in the minutes.

Decisions should be made at meetings where a quorum is present. P

Decisions should be arrived at through consensus, where possible. In Ca"c? :&;Lr;w

consensus  appears  unlikely or when  discussions bq:r;mc prr)lr”_w"”: Koo

chairperson shall call for a vote. In such instances, a majorty vote 'm”- " c,’u lC‘hall
lo arrive at a decision, In case of a tie, the decision favored by the SRASTERES

be determinate. .

o When an REC member has a conflict of interest (sce D(2) (h):Member r_r;nil;':;)(g
interest) that requires him/her o excuse himself/herself from .{}]?CT]SS:UE] ;r';r he
voling on a particular protocol, that member should leave the mufm.g roo  teed
duration of the discussion and vote, except as r(':qucslcd to address qu;.: suom . the
by other members. If the member’s conflict Qf interest causes a loss E Erglf):']lim:b -
vole should be postponed (o another l’nt'.c'llllb’- For (his reason, inte _'_L r-claie d
should notily the chair prior to the mecting if they have a conflict 0 [?L;n:;mﬂd ‘s
(o a specilic protocol slated {or review at the meeling, and every ellort s
made (o ensure

o

Types of decisions taken:

o Approval: Approval of research In the case of an :approva] with no _cha.nges, Lhé
research may proceed once the PI receives written documentation of RE
approval.

o Approval with minor changes: The REC may dt?.tcm}inc thaL_ a study ma‘y be

approved with stipulated minor changes or clanﬁcaﬂons. M{ﬂor changes are

. those changes that do not involve potential for increased risk or (IF'CTCIISE.d

r benefit to the human subjects. Some examples of minor changes are: chanzes in

contact information or identty of nonXey research personn'el, changes in the

study title, and changes in the q%ﬂw'ﬂt form tlfat reflect the minor chapges listed

earlicr. For minor changes—~< “hair or a voting REC member(s) desigra:~d by

the Chair must engg <2 the investigator makes the appropriate chznges to the

e uch chang.'s must be clearly dch_ncat.?d at the convened

dcetr L subsequent revicw iequires simple verification of concurrence.

Lr[;::l: rcs?arch.{nay .pm'cccd al_'tcr the required changes are verified and the
signated reviewer approves the protocol,

12
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erm “de " ' ' or, oo
determines that substmf]m'-ral 15 used to describe the situation in which the REC
tve changes must be made before approval may be

gr MItC(L Ther inVCSﬁ )
; . gator’s response, i i . :
reviewed by the convened RECIIJ. nse, including any amended materials, must be

© DTsappro\rcd: The project, as proposed, is disapproved and may not go forward.
Dlsapproval usually indicates that a proposal requires major changes not likely (o
be feasible without a complete reassessment of the protocol by the investigator
and/or sponsor. Suspension and termination of research study by REC: The
chair of the REC or the convened REC may suspend a study at any time if it is
determined that the study requires further review or evaluaton. This
determination may be made due to an adverse event, noncompliance or other
danger to human subjects. Once a study has been suspended, the convened
REC should review the study and either require changes (0 the protocol, allow
the study to restart, or terminate the study.

o Though the chair may suspend a study, only the convened REC can make the

decision to terminate a study.

Appeal against REC decisions:

Investgators may appeal against
investigator may make such an appe
the investigator may be invited to the REC meetin

considered.

the REC’s decisions. At the discretion of the chair, the
al in writing to the REC. At the REC’s discretion,
g at which his or her appeal will be

REC Meeting Minutes should be in sufficient details to include the following:

Date and (ime meeting starts and ends

Names of members present

Names of members absent

Names of alternates attending in lieu of specified absent members
Names of consultants present

Names of investigators present

Names of guests present

SO Dy e QOO

Actions taken by the REC
Actions tzaen by the REC at a convened meeting as well ™S the vote on these
actions including the number of members voting for, against and abstaining, and (if
13
&
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s

revicw, ."ll'l(], A “"l"l.“(,'ll sumnuary ol the discussion ol :rr!ll'fu‘.rr’.l.ll LR

resolution.

aned thear

14
ici inia University i i d operating
i ' ' , Minia University 15 constituted and oper:
The Research Ethics Committee of Faculty of Medicine Mdc]incs A e

according to declaration of Helsinki, CIOMS & ICH-GCP gui
Regulations and guidelines which governs EC operations.

Scanned by CamScanner




N s

Faculty of Medicine :
Research Ethics Committee } plall i) S s
MINIA UNIV
REC findings and determinations ,
Tl_le followings are required findings and determinations and must be noted in the
minutes with reference to the appropriate federal regulations.
ch study (no

o Determination of the level of risk for human subjects in the resear
citation required).

Justification for waiver or alteration of informed consent; _
Justification for the waiver of the requirement for written documentaton of

consent;
Justification for approval of research involving children;
Justification for approval of research planned for an emergency setting; and

o
Special protections warranted in specific research projects for groups of subjects
who 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.
o The secretary of the REC will be responsible for taking the minutes of the meeting.
At each meeting, one member of the committee will take notes and review the

minutes to ensure accuracy and completeness.

Communication of Decisions
.. A decision of the REC will be communicated to the investigator in writing within three

days of the meeting.

b. Each decision will include:
o A clear statement of the decision reached,

o Justifications of any disapproval
In cases of conditional approval, a list of the conditions needed for approval and

its associated justifications

In cases of a positive decision, a statement of the responsibilities of the investgator

(c.g., confirmation of the acceptance of any requirements imposed by the REC,

submission of progress reports, the need to notify the REC in cases of protocol
amendments, changes to recruitment materials, changes to the consent form, and
the reporting of any unexpected adverse events or unanticipated problems or

0

termination of the study).
o The date and place of the decision
Any advice given by the REC
o Signature of the chairperson

@]
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Investigators’ Responsibilities during Conduct of the Study

[_)uring the conduct of the study, the investigator shall submit within a specified period of
time (to be determined for each category) the following:

Amendments to the protocol

Serious and unexpected adverse events

Safety reports (il applicable)

Reports of any Data and Safety Monitoring Board

Unantcipated problems

Ternmination of the study

The REC will determine which of the above can be reviewed by an expedited procedure

and which requires full commiitee review

O00O0OO0OO

Continuing Review
a. Submission: At the time of continuing review, the investigator shall submit the following
informaton for review:

Enrollment of subjects: gender and age
Number of subjects withdrawn and reasons for such withdrawal

Adverse events (Cumulative and type for the previous period since the last review)

Modifications to the protocol
Changes of investigators
Results, if available

Current informed consent form
RECs should determine which continuing reviews can be reviewed by an expedited

process and which continuing protocols require full committee Teview.

b. Lapsed studies: A lapsed study is one for which the approval period has expired prior to
the renewal of approval by the REC. If the investgator fails to submit the materials for
continuing review prior to the REC meeting that needs to review the study before the
expiration date, then the lapsed study will be classified as inactive. Once a study has
lapsed notification should be sent to the investigator ordering that all study-related
measures must immediately cease except those necessary for welfare of the human
subjects. If the investigator desires to continue a study that has lapsed for more than one
month, then the investigator must submit a new application for re-review by the REC,
and must wait for REC approval before resuming research under the protocol.

OO0 O0OO0DO0O 00O
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F.  WAIVER OF INFORMED CONSENT

The REC may approve a consent procedure, that does not include, or that alters,
some or all of the elements of informed consent set forth above, or waive the requirement
to obtain informed consent, provided the REC finds and documents that:

1. The research involves no more (han minimal risk to the subjects;

2. The research could not practicably be carried out without the waiver or alteration.
Allernatively, the REC may waive the requirement for informed consent involving research
mn the emergency setting. [RECs must develop criteria under which informed consent may
be waived]

G. WAIVER OF WRITTEN CONSENT

The REC may waive the requirement for the investigator to obtain a signed consent form.

Such a waiver is allowable if:

* The consent document is the only link between the subject and the research and the
principal risk of harm would come from a breach of confidentiality.
® The research presents no more than a minimal risk of harm to the subjects and

involves no procedures for which written consent is normally required outside of the
research context.

17
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Res ..\.\.lm lose the follow ing infornmtlon & doeuments on subimitting your equestt
ascareh Hidies Committee CEMREC).

]
Please sn & dute all documents,

Documents to be submitted (Check i npplicable) Avadlability

1. Letter of delegation

i)

Approval of the authority of the place where the study
will be conducted (in case of prospective studies or
review of records & retrospective studies); Approval by

the hospital management/department council

3. Full Protocol (Final version & dale)

4, Arabic Generic Informed Consent (Final version & date)
and English Generic Informed Consent (Final version &

date, if applicable).

5, Investigator Application Form
6. Questionnaire (if applicable) (Final version & date)

7. CERTIFICATE OF INSURANCE NO. (If applicable)

8. Arabic Patient ID Card (Version & date) and English
Patient ID Card (version & date, if applicable)
9, Brochures or other printed materials regarding the drug

under investigation
10, Curriculum vitae

N.B. All documents must be submitted in hard & soft
coples (3 copies in three folders including CD in each
JSolder),

Sincerely,
Associate Prof, Manal Ismail Abd-Elghany, PhD (UK), MD (Egypt)

Associate Prof. of Pathology
Chairman of Research Ethics Committee

Faculty of Medicine,
Minia University, Egypt
Email address: manal.abdelghany@hotmail.com/ manalismail2000@yahoo.co.uk

I ’ Faculty of Medicine, Research Ethics Committee (FMREC)_Minia University, Egyptﬁ?'MiiliC
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Investigntor Applieation Form

L Nume of Resenveher/Prinelple Inyestigatons -

Y A ;
2ONwme of the Department and wame of Institlont ===-«=--

o Contnet detalls of Resenveher/Mvinelple Tnvestigntor:

®  AUress! =eeensmmirmnrnessnnnssmnnanaas
o Bemii] edileoss) svessncacnvacsnassnsennss

hone number (Land Tine);

Coll plitigiansesnennsancscecnaceasonann

®  Fax nUmMBer; seeseesemscmnssmmenmessnnanies

d4. Nume(s) of Co=-Investigntor(s)

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

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

5. Grade of Protocol:

a. MD
i, Domestic (occurring within the country)

¢ Other

b, MSc¢
b, Multicentre within Lgypt

6. Title of the resenrceh (Arable & English)

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

-----------

7. Type of research (check that applies):

a, Clinical trial b. Survey Study ¢. Review of records
d. Tissue sample ¢, Blood sampling [ Surgical Technique
g. Invasive Technique h, Device Study i, Experimental

- Faculty of Medicine, Rescearch Ethics Committee (FMREC)
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8. Study Design (cheek (hat npplies):

a Climeal trial (Phase): | 1 1 v
b. Randomization: Yes: No:
¢. Placebo: Yes: No:

Nuo:

d. Genetie sampling: Yes:

L 0 L T

9. Subjects (Human participants) of the research:

Justification of inclusion & exclusion erlterin Is evidenced: Yes: No:

.
*  This research includes:

Yes: No
No:

a. Children (= 18 years):

b. Adults (= I8 years). Yes:

¢. Other Vulnerable groups: Yes: No:
If yes, please discuss the justification of inclusion of vulnerable human subjeets (e.g. children, mentally il
prisoners, pregnant women, orphans,. . e1¢, ) temsesmesssemsmmmeess

10. The research includes:

a. Cells & tissues: Yes: No:

b. Fetal tissue: Yes: No:

¢. Biological fluid: Yes: No:
Yes: No:

d. Genetic material:
1 1. Will the materlals collected from patients be transferred outside the country? Yes: No:

If yes, please Justify the need for dolng that

ul¢|ll|lolllioullllOIU|l|ll.lllililollllll|lliioll|lltlt||ll|o||ull||uu;

lllllllll.lllllltll!Oll..lllllllllllllIlllll.“llllllllll'
R L EER RN

n-.lotlInllllnllllli!llllDlll!lllllllll.llul|lloll0|l!!lllo!l.llllllll..lulliIllllIlI..l!Itll'IOil.l.lI!llOi!lllltul-ler!

- Faculty of Medicine, Research Ethics Committee (FMREC) | Minia University, Egypt
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12. Will the material/s collected from patiente be stared for future usage Yeu Ne
13. Docs the research include experiments on genetic material?
14. Request is being made to waive (refrain from demanding) informed consent: A N
If yves, please explain w hy this research doesn’t need informed consent .
15. The research is for the good of society: Yes: No

No:

16. Facilities for the research are available: Yes:

No:

17. The risks are reasonable to the potential direct benefits to the subjects, if any, or to the knowledge to be

Yes:

gained:

18. List the risks of the study:

19. List the potential benefits (direct & indirect), if any, to the subjects:

20. Privacy and confidentiality of subjects are assured: Yes:

No:

‘aculty of Medicine, Research Ethics Committee (FMREC) | Minia University, Egypt
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) . . i ' ss of any
21. It is clearly stated that the subject of the research could quit at anytime without penalty oF foss

benefits to which they would otherwise be entitled: Yes: No:
22. Informed consent is attached: Yes: No:
23. Full Protocol is attached: Yes: No:
Check if applies:

1) Study title (English & Arabic) Yes: No:

2) Introduction & Background & references Yes: No:
3) Duration of the study Yes: No:
Yes: No:

4) Site of the study

5) Materials/Subjects & Methods including all essential details Yes: No:
6) Number of included participants (healthy volunteers & patients) Yes: No:
7) Criteria of selection of participants (inclusion & exclusion criteria) Yes: No:
8) Type, frequency & duration of method of intervention used Yes: No:
Yes: No:

24. C.V. of the researcher/principle investigator is included

Signature of Reseanchier| Puinciple Jnuestigator

Date: | 2018

1 * 3 :
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Faculty of Medicine, Minia University

Research Ethics Workshop

Sunday 2"' September 2012
Workshop Instructor : Prof. Mahmoud Abo-Elenin

Workshop Organizer : Dr. Manal Ismail

. " |
Opening, Welcome, Introduction

10.00- 10.30 Overview of participants expectation '~
Pre —test. \
Presentation |

10.30- 11.00

Why ethics in clinical research?

\
Dr. Manal Ismail Abd-Elghany \l
|

Presentation
11.00- 11.30 Protection of human subjects in research

Dr. Manal Ismail Abd-Elghany

( Informed consent--group work )

11.30-12-30 Dr. Manal Ismail, Dr. Hany Sleem
12.30- 1.00 Break

Presentation
1.00- 1.30

Research ethics committees

Dr/ Hany Sleem
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1.30- 2.30 Protocol group work

2.30-3.00 / Closing remarks- post-test
|
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29 L Session 1 | Moderator: br. Azza saleh
Time | _'_'Trmo_pii - Presenter -—1:
_833'_9:00 Registration / Breakfast _ R —
9:00-9:10 Opening ceremony o Dr. Azza Saleh, Dr. Hany |
Sleem

W Today’s agenda, Pre-test Moderator B
9:25-9:40 Research Ethics History Dr. Hany Sleem
9:40-10:05 Ethical Requirements + Principles Dr. Azza Saleh
10:05-10:25 Analysis of risks& benefits Dr. Hany Sleem

L 10:25-10:55 Analysis of risks& benefits exercise Dr.ﬁ&hy sleem
10:55- 11:15 Informed consent Dr. Azza Saleh
11:15-11:45 Informed consent exercise Dr. Azza Saleh
11:45-12:05 REC guidelines Dr. Hany Sleem
12:05-12:25 | Clini al Tri Dr. Azza Saleh
12:25-12:40 Clinlcal Practice Dr. Hany Sleem
12:40-12:45 Wrap upa Evaluation sheet Moderator
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WORKSHOP EVALUATION FORM

Please answer the lfollowimg questions using the following
I = strongly disagree; 2= disagree; 3= neutral; 4 = agree: § = strongly agree:
(N.B. Please choose one answer only)

scale
~NA (not applicable)

1. History of Research Ethics: Manal Ismail Abd-Elghany
Presentation was clear and understandable 1
Content was appropriate |

Comments:

td B
ed
=
h

2. Informed Consent: Manal Ismail Abd-Elghany

Presentation was clear and understandable 1
Content was appropriate

[ ]
[}
.
N

Comments:

3. Risks and Benefits: Manal [smail Abd-Elghany
Presentation was clear and understandable

Content was appropriate 1
Comments:

—
D
W W
S £
Ln WU

4. Informed Consent Exercise
Exercise provided an excellent 1
learning opportunity

Content was appropriate 1
Comments:

S ]
(%]
S
LN

2

(%)
4=
LA

5. Research Ethics Committees: Roles and Functions: Maha Eshak

Presentation was clear and understandable 1 2 3 4 5
Content was appropriate 1 2 3 4 5
Comments:
6. Stored Biological Samples: Manal Ismail Abd-Elghany & Maha Eshak
Presentation was clear and understandable | 2 3 4 5
Content was appropriate 1 2 3 4 5
Comments:

Scanned by CamScanner



What did you like the most about this workshop?

What could be done to enhance this workshop?

Thank You
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. N Faculty of Medicine
\ % J Reseanch Ethics Committee
el gl ) . FMREC
Faculty of Medicine MINIA UNIVERSITY
Number of Reviewed Research Studies (2011-2018)
Year Type of Rescarch
of T Mse MD Research | Research Clinical
Revision Study Study (Multi Trial
(National) | center within
‘ Egypt and/or
. | International)
2011 - | 1| 3 _|i
2012 - ‘ - - - | Renewal of\
2 & endof |
;—_T 7 - l- I - 4 RBI‘IEW&I F\
| 2 \|
2014 B _'| . 1 n Renewal of |
| 2 |
2015 | [ 3 - l End of 2 j
2016 I . 4 I \ - \
2017 3 4 16 4 l - ]l
2018 4 . 3 - \ L

Associate Prof. Manal Ismail Abd-Elghany, PhD (UK), MD (Egypt)

[Inanad b3 Efy Lapy

Chairman of Research Ethics Committee
Faculty of Medicine,

Minia University

Egypt

Date: 18/3/2018

The Research Ethics Commitiee of Faculty of Medicine, Minia University is constituted and operating according to ICH-GCP
guidelines and applicable local and mstitutional Regulations and guidelines which govern EC operations.
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