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  Introduction   :ًوتمهيد   مقدمةأولا                                                
                           

  

 

 جوانب ال  توافر  من  التأكد   أصبح   والتطبيقية،  الاكلينيكية   البحوث   وبخاصة  الأخيرة   الآونة  في  العلمى  البحث   نشاط  زيادة  مع

  صار   أنه   كما   الباحثين،   حقوق  كذلكو  الأبحاث   ى ف  المشاركين  حقوق   لحماية   الأهمية   بالغ   أمر  الأبحاث   مخططات ل  الأخلاقية 

  بحاث الأ  تمويل   وجهات   المجتمعية  الأطراف  تشمل  والتي  العلمي  بالبحث   المعنية   الأطراف  لجميع   أساسي  مطلب 

  فضلاا   الأكلينكية   التجارب   تسجيل   ومواقع   مية علال  والدوريات   المجلات   في   تتمثل   والتي   النشر   وجهات   حثية بال   والمشروعات 

  والضوابط   المعايير  تتبع   بها  تجري   التى  الأبحاث   أن  من  والتأكد   ومراقبة  بمتابعة  تقوم   أن   مؤسسة  كل   مسئولية  أنه   عن 

  بكلية  العلمي البحث  أخلاقيات  لجنة  إنشاء  تم  المنطلق  هذا  ومن مي،لالع البحث  أخلاقيات  لمبادئ   والمحلية  الدولية والإرشادات 

 . المنيا  جامعة الطب 

 

 : مايلي  توافر(    Ethical requirements)  العلمي البحث  بأخلاقيات الخاصة ضرورية ال تطلباتالم تشمل 

1. Community Partnership 

2. Social value 

3. Scientific validity 

4. Fair subject selection 

5. Favorable risk/benefit ratio   

6. Independent review 

7. Informed consent 

8. Respect for enrolled subjects 
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   إنشاء لجنة أخلاقيات البحث العلمي  
 

 

العلمي   - البحث  لجنة أخلاقيات  إنشاء  للقواعد تم  ا   Declaration of Helsinki, CIOMS, ICH-GCP  الدولية    الإرشادية  وفقا

guidelines (. 1رقم  )مرفق 20/12/2011لمنعقدة بتاريخ ( في جلسته ا37رقم )   مجلس الكلية فيكذلك الضوابط المحلية ، و 

 

ا  جدير بالذكر أن اللجنة في ذلك الحين لم تكن مفعلة تماماا حيث كان التقدم للجنة لفحص بروتوكولات الأبحاث إختياريا -  .وليس إلزاميا

 
 

     إعادة تشكيل اللجنة 
 

 .(2 )مرفق رقم 2018نوفمبر  19في مجلس الكلية المنعقد بتاريخ اللجنة عادة تشكيل إإعتماد تم   -

 

 (.3)مرفق رقم  2020نوفمبر  16في مجلس الكلية في جلسته المنعقدة بتاريخ وذلك للجنة اتشكيل إعادة  تم أعتماد  -

 
 (.4)مرفق رقم  19/9/2022أحدث تشكيل  للجنة في مجلس الكلية بجلسته المنعقدة بتاريخ تم أعتماد  -

 
 

المحلية  الضوابط لائحة التنفيذيةً والدلائل الأرشادية الدولية ولجنة طبقا ل لعمل ا ضوابط   
 

الدولية   - الإرشادية  للقواعد  ا  وفقا العلمي  البحث  أخلاقيات  لجنة   Declaration of Helsinki, CIOMS, ICH-GCP  تعمل 

guidelines     لوكذلك ا  الصحة ووفقا بقرار وزير  الصادرة  المهنة  آداب  المحلية )لائحة   –  2003لعام    238السكان رقم  لضوابط 

 (.52:60المواد  –الباب الرابع: إجراء التجارب والبحوث الطبية على الآدميين 

 

إعد  - الأولى  ادتم  للمرة  إنشائها  عند  للجنة  التنفيذية  )  وإعتمادها  اللائحة  رقم  الكلية  مجلس  بتاريخ 37في  المنعقدة  جلسته  في   )

 (. 5)مرفق رقم  20/12/2011

 
 

ال - بتاريخ  كلية  قامت  المنعقد  مجلسها  بإدراج    2018مايو    14  في  قرار  إصدار  الطبية  بالموافقة على  البحوث  أخلاقيات  لجنة  موافقة 

كمستند أساسي من ضمن متطلبات جميع البروتوكولات الخاصة برسائل الماجستير والدكتوراة ليتم فحصها من قبل اللجنة بالكلية قبل  

 (. 6)مرفق رقم  لأكلينيكي من المقترح البحثيتنفيذ الجزء العملي/االبدء ب

 

وضمه إلى القواعد والضوابط   2020الصادر في ديسمبر عام    (214تم الإطلاع على قانون "تنظيم البحوث الطبية والأكلينكية"  رقم )  -

 . (7)مرفق رقم  التي تنظم عمل اللجنة محلياا 
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على إعتماد وتبني القرار الصادر من المجلس الأعلى للجامعات في جلسته    18/4/2022  تمت الموافقة في مجلس الكلية المنعقد بتاريخ -

والذي ينص على "إختيار لائحة لجنة أخلاقيات البحث العلمي بكلية الطب جامعة عين شمس المعتمدة    22/1/2022المنعقدة بتاريخ  

ا " وذلك بالنسبة للقطاع الصحي" )مرفق رقم   (. 9دوليا

 

على طلب فصل اللجنة عن وحدة ضمان الجودة بحيث تكون   18/4/2022ة في مجلس الكلية في جلسته المنعقدة بتاريخ  تمت الموافق -

 (.   8مستقلة عنها في الهيكل التنظيمي للكلية وليست من ضمن اللجان المنبثقة من وحدة ضمان الجودة )مرفق رقم 

 

بشأن الأبحاث التي لم تحصل على موافقة اللجنة  (  10)مرفق رقم  لأعلى للجامعات  بناءاا على التوصية الصادرة من أ.د/أمين المجلس ا   -

قواعد صدور  قبل  وذلك  الدولي  النشر  للمتقدمين    قبل  العلمي  الانتاج  لفحص  العلمية  بتااريخ   -اللجان  العشرة  الرابعة  الدورة 

 .  Post conduction Clarification Letter، يتم في هذه الحالات إصدار خطاب  20/8/2022

 

 آليات عمل اللجنة  

 

بتاريخ  - المنعقدة  جلسته  في  الكلية  مجلس  من  المعتمدة  التنفيذية  لائحتها  في  اللجنة  عمل  بآليات  الخاصة  التفاصيل  جميع  ذكر  تم 

20/12/2011. 

 

 يقوم المتقدم للجنة بتقديم ملف يشتمل على مايلي:  -

 اصة بالمقترح البحثي/البروتوكول.طلب موجه لرئيس اللجنة بمراجعة اللفات الخ .1

 صورة من موافقة مجلس القسم في حالة بروتوكولات رسائل الماجستير والدكتوراة.  .2

 Investigator Application Formإستيفاء البيانات المطلوبة في نموذج   .3

 تجرى على بشر(.  إستيفاء البيانات المطلوبة في  نموذج الموافقة المستنيرة )في حالة الأبحاث التي .4

ا للارشادات الواردة في   .5   Guidelines for Research Proposal Contentsالمخطط البحثي/البوتوكول طبقا

 السيرة الذاتية للباحث الرئيسي .6

اللجنة   .7 تطلبها  إضافية  أخرى  بيانات  الدوليةوأية  البحثية  والمشاريع  السريرية  التجارب  حالة  في  للقواعد  خاصة  ا  الأرشادية    طبقا

 الدولية والمحلية المتبناة.

 

ا للآلية المذكورة في اللائحة التنفيذية المعتمدة للجنة. ➢  تتم عملية المراجعة وفقا
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  MUFMIRBأنشطة اللجنة المؤسسية لمراجعة أخلاقيات البحوث الطبية  ثانياً:  

 ( 2023-2022  الفترة الزمنية في ) 

 

إجتما  تقوم  ➢ بعقد  الا   اتعاللجنة  وتبين   ، لها  المقدمة  البروتوكولات  ومراجعة  لفحص  تم  شهرية  التي  البرتوكولات  عدد  التالية  حصاءيات 

 فحصها:

 نوع البروتوكول     

 العام   

بروتوكولات رسائل   بروتوكولات الأبحاث 

 الماجستير 

بروتوكولات رسائل  

 الدكتوراة 

 36 145 370 2022عام 

 23 92 134  2023عام 

 

 روتوكول والقسم التابع له وتاريخ التقدم. وافر بها أسم المتقدم ونوع البسجلات ورقية يتيتم تسجيل أسماء المتقدمين للجنة في  ➢

 

لنشر الوعي بالمبادىء عقد ورش عمل  تقوم بلتدريب الأعضاء الجدد المنضمين للجنة عقب إعادة تشكيلها كما  اللجنة بعقد ورش عمل    تقوم ➢

لأعضاء هيئة التدريس  لقوانين المنظمة والجوانب الأخرى المتعلقة بالبحث العلمي  آليات عمل اللجنة واالأساسية لأخلاقيات البحث العلمي و

 :، ويبين الجدول التالي ورش العمل التي تم عقدها والفئات المستهدفةوطلاب الدراسات العليا عاونة والهيئة الم

 

 الفئة المستهدفة عنوان ورشة العمل 

1. Principle requirements of research ethics ▪  أعضاء اللجنة 

والمعاونون ▪ التدريس  هيئة   أعضاء 

 وطلاب الدراسات العليا 

2. How to review a research proposal?  ▪  أعضاء اللجنة 

والمعاونون ▪ التدريس  هيئة   أعضاء 

 وطلاب الدراسات العليا 

3. Research ethics committees: Structure, function 

& roles 

 أعضاء اللجنة  ▪

والمعاونون ▪ التدريس  هيئة   أعضاء 

 وطلاب الدراسات العليا 

4. Informed consent ▪  أعضاء اللجنة 

والمعاونون ▪ التدريس  هيئة   أعضاء 

 وطلاب الدراسات العليا 
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( الخاص بإجراء البحوث الطبية  214التعريف بالقانون رقم ) .5

 2020والأكلينكية الصادر عام 

 

 أعضاء اللجنة  ▪

والمعاونون ▪ التدريس  هيئة   أعضاء 

 وطلاب الدراسات العليا 

6. Hands-in workshop: How to fill the application 

forms requested by REC  

والمعاونون ▪ التدريس  هيئة   أعضاء 

 وطلاب الدراسات العليا 

7. How to write & submit a research proposal to 

REC? 

والمعاونون ▪ التدريس  هيئة   أعضاء 

 وطلاب الدراسات العليا 

8. Clinical trials: Ethics & regulations ▪  أعضاء اللجنة 

والمعاونون ▪ التدريس  هيئة   أعضاء 

 وطلاب الدراسات العليا 

عرض ومناقشة اللائحة التي تم تبنيها للجنة أخلاقيات البحث العلمي   .9

 بكلية الطب جامعة عين شمس 

 أعضاء اللجنة  ▪

والمعاونون ▪ التدريس  هيئة   أعضاء 

 راسات العليا وطلاب الد

 

 

 Conclusion             خلاصة وختام اً:  لثثا 

 

حيث يوجد بها كوادر مدربة من    بأخلاقيات البحث العلميالوعي    من ناحية الفحص والمراجعة ونشربها  تقوم اللجنة بأداء المهام المنوطة  

ولكن توجد بعض  وكمبيوتر من مكاتب وطاولة أجتماعات وحامل متعدد الأرفف بعض الأثاث  ب مجهزويوجد لها مقر أعضاء هيئة التدريس ، 

 التي يمكن حصرها فيما يلي:والأداء الأمثل للجنة تعوق نقاط الضعف 

 . دخال البيانات وتحديثهاإ ذو خبرة فيتوافر مسئول  وإنشاء قاعدة بيانات تستلزم عدم وجود قاعدة بيانات إالكترونية والتي  .1

 . الباحثين من رفع الملفات المطلوبةمن خلاله مكن للجنة على الإنترنت يترسمي عدم توافر موقع  .2

 متفرغة لتشغيل أعمال اللجنة. مؤهلة عدم توفير سكرتارية  .3

 وعدم وجود طابعة وماكينة تصوير. في اللجنة مثل دواليب حفظ البروتوكولات التجهيزاتبعض نقص  .4
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Standard Operating Procedures (SOPs) 

Faculty of Medicine, Research Ethics Committee (FMREC), 

Minia University, Egypt 

 

A. INTRODUCTION 

 

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

aspects of the health and behavior of 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 

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

subjects who participate in research. Faculty of Medicine, Minia University REC was 

constituted and  operating & guided by the ethical principles embraced by: 

1. The “Declaration of Helsinki”, 

2. “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 are 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 and assures that these practices will conform 

to the principles of research ethics. Part of this assurance includes the development and 

establishment of a well organized, characterized and an independent Research Ethics 
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Committee (REC) which will have the responsibility to review and monitor research 

involving human subjects. 

C. REC MISSION AND AUTHORITY 

1. Scope and Purpose 

The purpose of the REC is to protect the rights, safety, and welfare of all research 

subjects. To achieve this, the REC must advise investigators in designing research 

projects in a manner to minimize potential harm to human subjects, review submitted 

planned research involving human subjects prior to initiation of the research, approve 

research that meets established criteria for protection of human subjects, and monitor 

approved research to ascertain that human subjects’ protection is sustained. 

2. REC responsibility and authority 

The human subjects’ research carried out at Faculty of Medicine and the university 

hospitals must be reviewed and approved or determined exempt by the REC prior to 

the involvement of human subjects in research. Accordingly, the REC has the following 

responsibilities and authority: 

• The REC will review and have authority to approve, require modifications (to 

secure approval), or disapprove initial and continuing reviews of all research 

activities; 

• The REC will have authority to suspend or terminate an already approved 

research that is not being conducted in accordance with the REC’s requirements 

or that has been associated with unexpected serious harm to subjects. 

• The REC must report to the Dean and Vice Dean unanticipated problems 

involving 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 that could affect the performance of unbiased 

reviews. 
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1. Chairperson and vice chair 

a. Appointment: 

On developing a new committee, the chairperson will be appointed directly by the 

Dean. It is recommended not to involve the Dean or the Vice-Dean in the 

committee to ensure independence of the REC from institutional influence 

especially they will receive regular reports regarding all activities & performance. 

The formation & constitution of the committee should be approved by the faculty 

council then by the university council, when developed for the first time. 

Subsequent changes regarding reconstitution should be approved by the faculty 

council. 

b. Qualifications of the chair and vice chair: 

The chairperson shall have the following qualifications: 

i. A medical staff affiliated to the Faculty of Medicine holding at least MD or 

PhD degree. 

ii. Good experience in performing research 

iii. Basic training in research ethics, research methodology & design, statistics & 

scientific writing.   

iv. 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 (one cycle). Afterwards, the 

appointment of the chairperson could be renewed by re-appointing by the Deann 

for multiple cycles. 

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. In case of resignation of the chairperson, the vice-chair will take over the 

responsibilities of the chairperson. Such change should be documented by 

receiving appointment from the dean. The Dean can appoint another one 

according to the previously mentioned criteria. 
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2. Members of the RECs 

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

sectorial composition, including relevant scientific 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 

and non-scientific persons including nonaffiliated lay representatives (e.g., lawyer, 

journalist) to reflect the differed viewpoints of the community. 

b. Numbers: The number of persons in the REC should be kept fairly 

reasonable e.g. 9 members. It is generally accepted that a minimum of five persons 

is required to compose the committee. There is no specific recommendation for a 

widely acceptable maximum number of persons, but it should be kept in mind that 

too large REC will make it difficult in reaching consensus. Hence, 11 is the 

maximum recommended number if necessary. 

c. Qualifications and criteria of selection:  

1. Affiliated Members should: 

i. Hold at least a doctorate degree 

ii. Have an interest in research issues and research ethics 

iii. Be reputable and trustworthy 

iv. Be willing to volunteer their time and effort 

v. Be willing to sign a confidentiality agreement regarding meeting 

deliberations, applications, information on research subjects and other 

related matters 

vi.  Have a basic background on bio and research ethics, research design & 

methodology,    

 

2. The non-affiliated community representative: 

Is exempted from having a doctorate degree to ensure proper 

representation of a large sector of the community who might not have such 

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 

d. Conditions of Appointment: Each member will: 

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

attendance of meetings, review protocols within the allocated time…etc 

iii. Sign a confidentiality agreement regarding meeting deliberations and 

information on research subjects, applications and submitted protocols. 

e. Appointment Process 

i. Initial Constitution of the REC 

An initial core group of members including the chairperson, vice chair and 

vice dean of postgraduate affairs will be called directly by the Dean that got 

the mandate to develop and establish a REC. Such core committee will 

identify, interview, and then choose, by consensus the subsequent members 

of the committee. 

ii. Subsequent appointment of members 

The REC will identify prospective members and review with them the 

nature and demands of 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. 

iii. Conflicts of interest should be avoided when appointments are 

made. 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 

i. Duration: Each member will be appointed for a cycle of 4 years in 

duration. 

ii. 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. 

iii. Resignation: Members wishing to terminate their appointment prior 

to the 4 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. Then, the new appointed member/s will be included and 

the reconstituted committee will be approved by the dean.  

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. 
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2. Negligence in reviewing protocols 

3. Breach of confidentiality agreement 

4. Termination will be decided by a majority vote of the full REC. 

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. Subsequent 

education may take one of the following types: 

i. Comprehensive workshops in research ethics 

ii. Completion of a training website in research ethics. 

•  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 may 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 investigator 

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. 
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E. REC RESEARCH REVIEW EVALUATIONS 

PROCEDURES, CRITERIA AND ACTIONS 

 
The REC is charged with the responsibility for reviewing and monitoring human 

subject research conducted under the mandate of Faculty of medicine. Therefore, the first 

question with respect to REC review of a research proposal is a determination of whether 

such proposal fits the definition of research. 

a. Is it research? 

 Research is defined as “a systematic investigation, including development, testing, 

and evaluation, designed to develop or contribute to generalizable knowledge. Thus, a key 

aspect of research is that there be a systematic design in advance, generally utilizing a 

scientific approach or protocol, for the defined purpose of contributing to generalizable 

knowledge. Research can encompass a wide variety of activities, including: experiments, 

observational studies, surveys, tests, and recordings. 

b. Does it involve human subjects?  

A human subject is defined as “a living individual about whom an investigator 

conducting research obtains (1) data through intervention or interaction with the individual, 

or (2) identifiable 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. 

 

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.  
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Scheduled meetings may be cancelled by the chair due to a) insufficient number of 

applications requiring review at a convened meeting, b) inability to secure a quorum for 

attendance, or c) other reasons as may arise that make a scheduled meeting unnecessary or 

otherwise inappropriate. 

Quorum Requirements 

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

minimum of five. 

b. No quorum will consist entirely of members of one profession (e.g., medicine) 

 

Submission of Applications for New Studies 

a. Persons Submitting: An application 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: 

1. A signed and dated application form (developed by the REC) 

2. Full protocol 

3. Summarized protocol (not more than 350 words) 

4. Consent form (Arabic and/or English). An additional form is required in 

cases of future storage. 

5. Product brochure for new drug/device 

6. Time plan for the study 

7. CVs for the principal and co-investigators 

8. Copies of actual questionnaires to be used in the study 

9. Copies of materials to be used (e.g., advertisements) for the recruitment of 

potential research subjects. 

10. Signed investigator assurance agreement to comply with ethical principles 

and legal requirements set out in relevant laws and guidelines. If the 

application is incomplete or otherwise not fully prepared for review, it is 

returned to the investigator or a request is made for necessary changes or to 

provide additional information. 

11. Extra information are listed in cases of clinical trials. 

c. Deadline 

1. Submission: The deadline for submission will be at least 15 days prior to 

the meeting at which the protocol will be reviewed by the REC. 
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2. Investigator notification: investigators will be notified of an REC decision 

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 the 

convened meeting. All REC members will be provided with detailed materials 

describing the research so that each member will be able to discuss the protocol at the 

meeting. 

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 

o Presenting the protocol for discussion at the meeting 

o All members will receive protocols for review at least 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 

o Scientific Design: The REC will consider the assessment of scientific design as 

determined by a separate Research Committee. The REC will consider 

elements of scientific design not reviewed by the Research Committee (e.g., 

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

etc.). 

o Recruitment of Research Subjects: In accordance with Belmont principles, both 

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 
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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. If such vulnerable populations will be 

potentially enrolled in research, then the REC will determine the 

appropriateness of additional safeguards to provide added protection to 

vulnerable populations. 

o Analysis of Risks and Benefits: The REC will identify all risks (physical, 

psychological, social, and economic) involved in the research. Risks to subjects 

must be minimized by using procedures that are consistent with sound research 

design and that do not unnecessarily expose subjects to risk, and whenever 

appropriate, by relying on procedures already being performed on the subjects 

for diagnostic or treatment purposes. Risks to subjects must be reasonable in 

relation to anticipated benefits, if any, to subjects, and the importance of the 

knowledge that may reasonably be expected to result. 

o Privacy of Subjects and Confidentiality Procedures to Protect Subjects’ Data: 

The REC will determine the appropriateness of procedures in place to ensure 

subject privacy and to ensure the confidentiality 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 

safety considerations (if applicable); the adequacy of provisions to monitor 

safety of research subjects; and the determination of whether a Data Safety 

Monitoring Board (DSMB) is required. 

o Informed Consent: Unless specifically waived by the REC, informed consent 

must be sought from each prospective subject or the subject’s legally authorized 

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 national 

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 authority to 

withhold approval of research proposals that fail to meet their scientific or ethical 

standards. 
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The REC at Faculty of Medicine will have the following special 

responsibilities: 

o determine whether the objectives of the research are responsive to the health needs 

and priorities of Egypt to avoid exploitation of underprivileged communities 

o Obtain information regarding the type of post-trial benefits to the community and 

Egypt to determine that the burdens and potential benefits of the research have 

been fairly distributed between the participating countries. 

o Should determine whether the research plan conflicts with the involved 

community’s customs and traditions. 

o Review of the adequacy, completeness, and understandability of written and oral 

information Determination of whether signed, written informed consent can be 

waived and the validity of alternative procedures to 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 risk protocols may receive expedited review by the chairperson. All 

expedited decisions shall be communicated to the next convened meeting of the REC. 

The REC shall establish criteria by which protocols can be reviewed by such an 

expedited procedure.  

o b. “Minimal risk” means that 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. 

Voting and Decision making 

o All members who attended the meeting while the protocol was discussed will 

participate in the voting unless a member has a conflict of interest. Those members 

physically present for the vote should be recorded as either voting for, against, or 

abstaining. Members who are excused from the vote (e.g. due to conflict of interest) 
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should physically leave the room, would not be counted in the aforementioned 

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

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

o Decisions should be arrived at through consensus, where possible. In cases where a 

consensus appears unlikely or when discussions become prolonged, the 

chairperson shall call for a vote. In such instances, a majority vote will be sufficient 

to arrive at a decision. In case of a tie, the decision favored by the chairperson shall 

be determinate. 

o When an REC member has a conflict of interest (see D(2)(h):Member conflict of 

interest) that requires him/her to excuse himself/herself from discussion of and 

voting on a particular protocol, that member should leave the meeting room for the 

duration of the discussion and vote, except as requested to address questions raised 

by other members. If the member’s conflict of interest causes a loss of quorum, the 

vote should be postponed to another meeting.  For this reason, REC members 

should notify the chair prior to the meeting if they have a conflict of interest related 

to a specific protocol slated for review at the meeting, and every effort should be 

made to ensure 

 

Types of decisions taken: 
 

o Approval: Approval of research In the case of an approval with no changes, the 

research may proceed once the PI receives written documentation of REC 

approval. 

 

o Approval with minor changes: The REC may determine that a study may be 

approved with stipulated minor changes or clarifications. Minor changes are 

those changes that do not involve potential for increased risk or decreased 

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

contact information or identity of non-key research personnel, changes in the 

study title, and changes in the consent form that reflect the minor changes listed 

earlier. For minor changes, the Chair or a voting REC member(s) designated by 

the Chair must ensure that the investigator makes the appropriate changes to the 

research protocol. Such changes must be clearly delineated at the convened 

meeting so that subsequent review requires simple verification of concurrence. 

The research may proceed after the required changes are verified and the 

designated reviewer approves the protocol. 
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o Deferral: The term “deferral” is used to describe the situation in which the REC 

determines that substantive changes must be made before approval may be 

granted. The investigator’s response, including any amended materials, must be 

reviewed by the convened REC. 

 

o Disapproved: The project, as proposed, is disapproved and may not go forward. 

Disapproval usually indicates that a proposal requires major changes not likely to 

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 evaluation. 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 to 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:  
Investigators may appeal against the REC’s decisions. At the discretion of the chair, the 

investigator may make such an appeal in writing to the REC. At the REC’s discretion, 

the investigator may be invited to the REC meeting at which his or her appeal will be 

considered.  

 

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

1. Date and time meeting starts and ends 

2. Names of members present 

3. Names of members absent 

4. Names of alternates attending in lieu of specified absent members 

5. Names of consultants present 

6. Names of investigators present 

7. Names of guests present 

 

Actions taken by the REC 
 Actions taken by the REC at a convened meeting as well as the vote on these 

actions including the number of members voting for, against, and abstaining, and (if 
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applicable) notation that any members with a conflict of interest (identified by name) were 

excused and were absent for the discussion and vote; The basis for requiring changes in or 

disapproving research;  For each protocol in which changes are stipulated by the REC, a 

determination of whether the changes represent minor modifications that do not require 

verification by the convened REC, or whether they are significant, requiring convened REC 

review; and, A written summary of the discussion of controversial issues and their 

resolution. 
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REC findings and determinations  
The followings are required findings and determinations and must be noted in the 

minutes  with reference to the appropriate federal regulations. 

o Determination of the level of risk for human subjects in the research study (no 

citation required). 

o Justification for waiver or alteration of informed consent; 

o Justification for the waiver of the requirement for written documentation of 

consent; 

o Justification for approval of research involving children; 

o 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. 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 

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

its associated justifications 

o In cases of a positive decision, a statement of the responsibilities of the investigator 

(e.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 

termination of the study). 

o The date and place of the decision 

o Any advice given by the REC 

o Signature of the chairperson 
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Investigators’ Responsibilities during Conduct of the Study 

During the conduct of the study, the investigator shall submit within a specified period of 

time (to be determined for each category) the following: 

o Amendments to the protocol 

o Serious and unexpected adverse events 

o Safety reports (if applicable) 

o Reports of any Data and Safety Monitoring Board 

o Unanticipated problems 

o Termination of the study 

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

and which requires full committee review 

Continuing Review 

a. Submission: At the time of continuing review, the investigator shall submit the following 

information for review: 

o Enrollment of subjects: gender and age 

o Number of subjects withdrawn and reasons for such withdrawal 

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

o Modifications to the protocol 

o Changes of investigators 

o Results, if available 

o Current informed consent form 

o RECs should determine which continuing reviews can be reviewed by an expedited 

process and which continuing protocols require full committee review. 

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 investigator 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. 
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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 than minimal risk to the subjects; 

2. The research could not practicably be carried out without the waiver or alteration. 

Alternatively, the REC may waive the requirement for informed consent involving research 

in 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. 
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Guidelines for Proposal/Protocol Contents 

Research Proposal/Protocol should include the followings: 

1. Study title (English & Arabic) 

2. Type of research:  

a. Prospective or Retrospective: 

b. Clinical study:  

c. Clinical trial:  Phase I, II, II or IV 

d. Surgical Technique:  

e. Invasive Technique:  

f. Non-invasive Technique:   

g. Device Study: 

h. Survey Study:    

i. Experimental/laboratory techniques: 

j. Review of records:  

k. Other: Please specify  

3. Introduction including references (References are mentioned at the end of protocol) 

4. Aim of the study 

5. Duration of the study 

6. Site of the study 

7. Materials/Patients & Methods including all essential details 

8. Sample size/Number of included human participants or animals or samples 

9. Criteria of selection of participants (inclusion & exclusion criteria) 

10. Type, frequency & duration of method of intervention used (if applicable) 

11. Will the materials collected from patients be transferred outside the country? 
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12. Will the material/s collected from patients be stored for future usage for another 

research studies?   

13. Does the research include experiments on genetic material? 

14. The risks (even minimal risk) of the study are listed 

15. List of the potential benefits (direct & indirect), if any 

16. Privacy and confidentiality of subjects are assured 

The proposal/protocol is signed by: 

▪ Supervisors in case of thesis 

▪  or the PI and co-investigators in case of research proposal 

3 
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Investigator Application Form 

 

1. Name of Researcher/Principle Investigator: -------------------------------------------------------------------------- 

 

2. Name of the Department and name of Institution: ---------------------------------------------------------------- 

 

3. Contact details of Researcher/Principle Investigator:   

• Address: ---------------------------------------------------------------------------------------------------------------------- 

• E-mail address: ------------------------------------------------------------------------------------------------------------- 

• Phone number (Land line):-----------------------------------------------------------------------------------------------  

• Cell phone:------------------------------------------------------------------------------------------------------------------- 

• Fax number: ----------------------------------------------------------------------------------------------------------------- 

 

4. Name(s) of Co-Investigator(s): 

----------------------------------------------------------------------------------------------------------------------------------------  

----------------------------------------------------------------------------------------------------------------------------- ----------- 

----------------------------------------------------------------------------------------------------------------------------------------  

----------------------------------------------------------------------------------------------------------------------------- ----------- 

5. Grade of Protocol: 

A. Thesis:  MD (  )   MSc (   )   PhD (   )  

B. Domestic Research (will be performed inside the country):  

Single place  (  )    Multicenter within Egypt (   )   

➢ Please write down the place/s in which the study will be conducted 

………………………………………………………………………………………………………………………

………………………………………………………………………………………………………………………

………………………………………………………………………………………………………………………  

C. International (Both in Egypt & Abroad): 

➢ Name of sponsor: ……………………………………………………………………………………………… 

 

➢ Please write down the place/s in which the study will be conducted (Both in Egypt & Abroad): 

………………………………………………………………………………………………………………………

………………………………………………………………………………………………………………………

……………………………………………………………………………………………………………………… 
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6. Title of the research (English  & Arabic ) 

----------------------------------------------------------------------------------------------------------------------------------- -- 

--------------------------------------------------------------------------------------------------------- ---------------------------- 

----------------------------------------------------------------------------------------------------------------------------- -------- 

--------------------------------------------------------------------------------------------- ---------------------------------------- 

7. Type of research (check that applies): 

A. Clinical:  

B. Clinical trial: Phase:  1.  (  )  2. (  )   3. (  )   4. (  ) 

C. Surgical Technique:  

D. Survey Study:    

E. Review of records:  

F. Experimental/laboratory techniques: 

G. Invasive Technique:  

H. Non-invasive Technique:   

I. Device Study:    

J. Other : Please specify :-----------------------------------------------------------------------------------------------

------------------------------------------------------------------------------------------------------------------------------ 

8.  The research is: A) Prospective (  )   B) Retrospective (  ) 

 

9. Duration of the study: ………………………………………………………………………………………………………. 

 

10. Subject of research & Sample size: 

A. Human (please specify the number of healthy volunteers & patients, if applicable):   

1. Patients: (     ) Control group  (     ) 

2. Cells & tissues:    (      )  

3. Fetal tissue:     (      )  

4. Biological fluid:    (      ) 

5. Genetic material:    (      ) 

B.  Animal species:     (      ) 

G. Other ------------------------------------------------------------------------------------------------------------------------------ 
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11. In case of Human participants: 

 Justification of inclusion & exclusion criteria is evidenced: Yes:   No: 

 This research includes: 

a. Children (< 18 years):  Yes:   No: 

b. Adults (> 18 years):  Yes:   No: 

c. Other Vulnerable groups:  Yes:   No:  

If yes, please discuss the justification of inclusion of vulnerable human subjects (e.g. children, mentally ill, 

prisoners, pregnant women, orphans,…etc.) :-----------------------------------------------------------------------------------

-----------------------------------------------------------------------------------------------------------------------------------------

-----------------------------------------------------------------------------------------------------------------------------------------

----------------------------------------------------------------------------------------------------------------------------------------------- 

----------------------------------------------------------------------------------------------------------------------------- --------------- 

12. Will the materials collected from patients be transferred outside the country? Yes:   No: 

 If yes, please justify the need for doing that 

………………………………………………………………………………………………………………………

……………………………………………………………………………………………………………………… 

 

 

13. Will the material/s collected from patients be stored for future usage?  Yes:  No: 

 

14. Does the research include experiments on genetic material?    Yes:  No: 

 

15.  Request is being made to waive (refrain from demanding) informed consent:  Yes:    No: 

If yes, please explain why this research doesn’t need informed consent---------------------------------------------- 

----------------------------------------------------------------------------------------------------------------------------------------- 

----------------------------------------------------------------------------------------------------------------------------------------- 

----------------------------------------------------------------------------------------------------------------------------------------- 

----------------------------------------------------------------------------------------------------------------------------------------- 

 

16. The research is for the good of society:      Yes:    No:  

 

17. Facilities for the research are available:      Yes:    No: 
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18. The risks (if any) are reasonable compared to the potential direct benefits to the human subjects 

(participants), or to the knowledge to be gained:     Yes:    No: 

19. List the risks (even minimal risk) of the study:  

----------------------------------------------------------------------------------------------------------------------------------------- 

-----------------------------------------------------------------------------------------------------------------------------------------

----------------------------------------------------------------------------------------------------------------------------------------- 

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

----------------------------------------------------------------------------------------------------------------------------------------- 

----------------------------------------------------------------------------------------------------------------------------------------- 

----------------------------------------------------------------------------------------------------------------------------------------- 

21. Privacy and confidentiality of subjects are assured:     Yes:   No:  

20. It is clearly stated that the subject of the research could quit at anytime without penalty or loss of any 

benefits to which they would otherwise be entitled:      Yes:    No: 

22. Informed consent is attached:       Yes:  No: 

23. Full Protocol is attached and MUST include the followings:      

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

2) Type of study is defined as either prospective or retrospective Yes:  No: 

3) Introduction & Background & references    Yes:  No: 

4) Duration of the study       Yes:  No: 

5) Site of the study       Yes:  No: 

6) Materials/Subjects & Methods including all essential details  Yes:  No: 

7) Sample size        Yes:  No: 

8) Criteria of selection of participants (inclusion & exclusion criteria) Yes:  No: 

9) Type, frequency & duration of method of intervention used  Yes:  No: 

10) The protocol is signed by supervisors, in case of MSC & MD  Yes:  No: 

24. Any brochure, questionnaire or other documents related to the study are attached:  

If yes, please specify the type of documents attached:   

Not applicable: 

24. C.V. of the researcher/principal investigator is included  Yes:  No: 

 

Signature of Principle Investigator/Researcher  Signature of Supervisors (In case of thesis)  

 

Date:    /   / 20 
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منيا جامعة ال - كلية الطب  -اللجنة المؤسسية لمراجعة أخلاقيات البحوث الطبية  1  

 

 نموذج الموافقة المستنيرة

 متطوع  /لإجراء بحث طبى على مشارك

 
 النوع:............................ :..........................................                 المتطوع /المشارك سمأ 

 ..................ميلاد:.تاريخ ال                    .............لسن:     .......................ا 

 التليفون:  .......................   لعنوان:    ...................................                 ا

 

 

عنوان البحث باللغة   .1

 العربية 

 

 

 

 

الخلفية العلمية والهدف   .2

  من إجراء البحث

 

 

 

 

 

 

 

 

 

 

 

 

الفوائد المتوقعة من  .3

الفوائد ( البحث

  ة والغيرالمباشر

 )مباشرة
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ماسوف يتم إجراؤه   .4

  بالتفصيل

 :مدة البحث -

 

 

 : مكان إجرائه -

 

 

 

 : عدد المشاركين فى البحث ) مرضى وأصحاء( -

 

 

 

 

أسلوب إختيار المشاركين فى البحث وخاصة فى التجارب  -

 : الاكلينيكية 

 

 

 

 

 

 

 

متضمنا نوع وعدد مرات الممارسات  تفاصيل خطوات البحث -

 :  ضافية لإستيفاء هذا الجزء(فة سطور إا)يمكن إض المستخدمة

 

 

 

 

 

 

 

 

 

 

 

هل سيتم الأحتفاظ   .5

بعينات )دم أو أنسجة(  

 لأستخدامها مستقبليا 
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هل يتضمن البحث  .6

تجارب على الحامض 

 DNAالنووى 

 

هل يستدعي إجراء   .7

البحث سفر العينات 

 خارج البلاد

 

 

المخاطر ما هى  .8

/الأعراض  المحتملة

 ضاعفاتالم/الجانبية

 أثناءيمكن حدوثها  تيلا

 إجراء البحث

 

 

 

 

 

ما هى الأجراءات   .9

المتبعة في حالة حدوث  

مضاعفات أو أعراض 

جانبية أثناء إجراء  

 البحث

 

 

 

هل يتضمن البحث  .10

وثيقة تأمين على  

  الشخص المشارك

التعويضات فى   متضمنة

    حالة حدوث مخاطر

 لاينطبق:                    ينطبق:                                   

 

 

فى حالة  البدائل المتاحة .11

رفضك الاشتراك فى  

 هذا البحث هى

 

 

 

 

 

 

عند وجود أى استفسار  .12

 للمشارك

 يمكن الاتصال: 

 

 ....... تليفون:..............            . بالباحث الرئيسى ..........................

 

 ...... تليفون:..............         من ينوب عنه: .............................   
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 ....... لجنة الأخلاقيات: ....................  تليفون : ............  رئيس/ممثل

 

  الباحث الرئيسيإقرار  .13

 لبحثاالمشرف على 

  أتعهد بالحفاظ على سرية المعلومات الخاصة بالشخص محل البحث

 

 ........ التاريخ : ...........          .        ....: .......الباحث الرئيسيتوقيع 

 

موافقة المشارك فى   .14

 )أو موكله(  البحث

 

 

التفاصيل   وفهمت جميع وافق على الاشتراك فى البحث وقد اطلعت قر أنني أأ

 والإجراءات التي ستتم خلال هذا البحث والمذكورة أعلاه 

 : ملحوظة هامة 

ن أى عواقب ومن حق المتطوع الانسحاب من البحث فى أى وقت د -1

لإجراء ذلك لتفادي أي  سلفا تحديد الخطوات المتبعة ويجب  سلبية

 هذا الإنسحابعن قد تنجم مخاطر صحية  

 الإقرار هذا يجب حصول المتطوع على صورة من  -2

                 

          ...................: .........)أو موكله(  محل البحث المتطوع توقيع الشخص

 ................. ........... التاريخ:                                                     

 
 

  

 

 :هذا البحث

 □ توطئة لرسالة دكتوراه    □ توطئة لرسالة ماجيستير   •

   □ بحث  غير ممول            •

   ……………………الجهة الممولة           □مشروع بحثى   ممول     •

 ..…………………………المرحلة          □          تجربة أكلينكية  •

 

 

 -ية الطبكل - لمراجعة أخلاقيات البحوث الطبية والإكلينكيةمؤسسية ال لجنةالذا البحث من قبل تمت الموافقة على ه

           202    /      /     بتاريخجامعة المنيا  

    

 
 

 جنة للاتوقيع رئيس 
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Title of research: ……………………………………………………………………………… 

…………………………………………………………………………………………………

………………………………………………………………………………………………… 

Name of Principle Investigator: 

……………………………………………………………….................................................... 

 

Checklist Item to be reviewed Yes No N/A 

I. Protocol of the research includes the followings:    

1) Study title     

2) Type of research:  

a. Prospective  

b. Retrospective 

   

3) If the study is a clinical trial: 

a. Phase I 

b. Phase II 

c. Phase III 

d. Phase IV 

   

4) Introduction, Background & references    

5) Aim of the study    

6) Duration of the study    

7) Site of the study    

8) Materials/Patients & Methods including all essential details    

9) Sample size/Number of included human participants or 

animals or samples 

   

10) Criteria of selection of participants (inclusion & exclusion 

criteria) 
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11) Type, frequency & duration of method of intervention used 

(if applicable) 

   

12) Will the materials collected from patients be transferred 

outside the country? 

   

13) Will the material/s collected from patients be stored for 

future usage for another research studies?   

   

14) Does the research include experiments on genetic material?    

15) Facilities to carry on the research are available    

16) The risks (even minimal risk) of the study are listed    

17) List of the potential benefits (direct & indirect), if any    

18) Privacy and confidentiality of subjects are assured    

II. The protocol is signed by supervisors (in case of thesis) or 

the PI and co-investigators 

   

III. Departmental approval is available    

IV. C.V. of the Principal Investigator (PI) is available    

V. Informed consent provided the following information: 

يتضمن مايلي:   لإجراء بحث طبى على مشارك متطوع   نموذج الموافقة المستنيرة     

   

    عنوان البحث باللغة العربية  (1

بطريقة مبسطة  الخلفية العلمية والهدف من إجراء البحث  (2
 ومفهومة للمشارك المتطوع

   

    )الفوائد المباشرة والغير مباشرة(من البحث  الفوائد المتوقعة  (3

 : ماسوف يتم إجراؤه بالتفصيل (4

a.  :مدة البحث 
b.  :مكان إجرائه 
c.  :)عدد المشاركين فى البحث ) مرضى وأصحاء 
d.   أسلوب إختيار المشاركين فى البحث وخاصة فى التجارب

 الاكلينيكية: 
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e.   مرات الممارسات  تفاصيل خطوات البحث متضمنا نوع وعدد
 المستخدمة: 

 

 لأستخدامها مستقبليا)دم أو أنسجة(  الأحتفاظ بعينات  هل سيتم  (5
 في أبحاث أخرى 

   

    DNAتجارب على الحامض النووى  هل يتضمن البحث   (6

    سفر العينات خارج البلاد هل يستدعي إجراء البحث   (7

الأعراض الجانبية/المضاعفات التي يمكن  /المخاطر المحتملة   (8
 أثناء إجراء البحث حدوثها 

   

أو أعراض  الأجراءات المتبعة في حالة حدوث مضاعفات  (9
 جانبية أثناء إجراء البحث 

   

وثيقة تأمين على الشخص المشارك  ذكرهل يتضمن البحث  (10
  التعويضات فى حالة حدوث مخاطر تضمنة

   

    البدائل المتاحة فى حالة رفض الاشتراك فى هذا البحث  ذكر  (11

بالحفاظ على سرية   لبحث االمشرف على إقرار الباحث الرئيسي  (12
 لشخص محل البحث بالنسبة ل المعلومات وتأمينها

   

  بأنه قد موافقة وتوقيع المشارك فى البحث )أو موكله( وإقرار   (13
والإجراءات التي ستتم خلال هذا  التفاصيل  وفهم جميع اطلع 

وحصل على   البحث والمذكورة في نموذج الموافقة المستنيرة 
 من هذا الإقرار   ةصور

   

من حق المتطوع الانسحاب من البحث فى أى وقت  ذكر أنه   (14
لإجراء  سلفا  وتحديد الخطوات المتبعة  دون أى عواقب سلبية 

 هذا الإنسحابعن قد تنجم ذلك لتفادي أي مخاطر صحية  

   

 

◼ Revision outcome/Decision: 
 

➢ Approval           

 

➢ Approval with minor modifications: Please list issues     

 

 

 

 

 

➢ Deferral: Please list issues        
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➢ Disapproval: Please list issues        

 

 

 

 

 

 

 

 

 

 

➢ Any other Comments: 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Name of IRB Member: ……………………………………………………..… 

 

Signature: ……………………………………………………………………… 

 

.............................................................................................................................: تاريخ المراجعة  
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