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Research Ethical Committee
Faculty of Medicine

Beni- Suef University
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Dear Researchers: --—---—--------—
Kindly be advised that (FM-BSU REC) has reviewed in its meeting dated 9 of
April 2023 the protocol titled:

The FM-BSU REC has APPROVED the protocol from the ethical point

of view.
FM-BSU REC is organized and operated according to the Declaration of Helsinki
guidelines, International Conference of Harmonization 1CH, and United States
Codes of Federal Regulations and registered under the Federal Wide Assurance
(FWA) for the Protection of Human Subjects,

In accordance with Law No. 214 2020 regarding the organization of clinical medical
research. The approval of the Egyptian Drug Authority, and the approval and
accreditation of the Supreme Council is required in the case of clinical medical
research that includes the use of new drug or biological medicinal compounds, new
indications and forms for already an existing drugs, supplies, or medical devices that
have not been used in the human body before, and have not obtained the
accreditation of the imternational authorities that determined by the executive
regulations of this law.

T0ORG #: TORGO006240 Expires: 02/17/2025
FWA #:FWA00015574 Expires: 04/09/2023
Approval No: FMBSUREC/----2023/
As Principal Investigator, you are requested to:

e If Applicable, Notify the contact person of the FMBSU REC within 24 hours
for any Serious Adverse Events (SAE) experienced by participants of the study
or as reported to you by the Sponsor / Manufacturer / Co-investigators in your
site and within 5 days for any other site locally and quarterly for any other site
mternationally.

e In case of any SAE; suspend any new recruitment till you receive a response
from FM-BSU REC regarding these SAEs.

e You may not initiate any changes in the approved rescarch protocol without
FM-BSU REC review and approval except when necessary to eliminate
apparent immediate hazards to study subjects.

e This Approval is valid only for one Year starting from --of --- 2023,

Prof. Dr. Nabila Ibrahim Laz Dr. Doaa Mahmoud Khalil
FM-BSU REC Chair FM-BSU REC Coordinator
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Dear Dr: P.I

Please be advised that Faculty of dentistry Beni-Suef university Research Ethics Committee
(FDBSU-REC) has Reviewed the protocol titled:

Title

Co- Investigators:

FDBSU -REC has decided the following for your protocol:
[] Unconditional Approved

(] Conditional Approved

[ ] Deferred

[] Rejected

Approval number: # REC-FDBSU/date-number/initials of P.I
Date: month/year

As a Principal Investigator You will need to: (if Applicable)

o Notify the FDBSU-REC coordinator within 24 hours for any Serious Adverse Events (SAE)
experienced by participants of the Study or as reported to you by the Sponsor/Manufacturer/Co-
Investigators in your site or any other site locally and internationally.

o Suspend any new recruitment till you receive a response from FDBSU-REC regarding this SAE.

e You may not initiate changes in approved research protocol without FDBSU-REC Review and
approval except when necessary to eliminate apparent immediate hazards to study subjects.

FDBSU-REC is organized and operated according to Enhancing Research Ethics C ittees in Egypt, Guidelines for
Standard Operating Procedures, Monitor 2006, Guidelines of the Declaration of Helsinki, International Confe eof
Harmonization ICH, and United States Codes of Federal Regulations and registered in the office of Human Research
Protection under the IORG #: [ORGO0I0018. which Expires on: 08/04/2025

Registered in the ministry of health and population under the no.: 0028032023 which expires on 28/3/26.

Dr. Maha Abdelkawy Fahmy Dr. Rehab Abd El Razek Abd El Aziz
MD. Dr.PH MD. Dr.PH
Associate Professor of Oral Medicine, Lecturer of Orthodontics
Oral Diagnosis and Periodontology Coordinator of FDBSU-REC

Chair of FDBSU-REC
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Institutional Animal Care and Use Committee
Beni-Suef University (BSU-IACUC)

Approval Number
Dear Dr.

This letter is to inform you that the following animal protocol was approved by

BSU-IACUC reviewers

Approval number:-

Principal Investigator:-

Approval date:-

Faculty:-

Title:-

Chair BSU-IACUC

Contact

http://www.bsu.edu.eg/IACUC.aspx
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