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INSTITUTIONAL REVIEW BOARD (IRB) APPLICATION
FORM A – CLINICAL TRIALS, INTERVENTIONAL or INVASIVE STUDIES
--------------------------------------------------------------------------------------------------------------------
Please complete all required sections of this application form to facilitate the review of your research proposal.

SECTION 1- GENERAL INFORMATION
Study Title
-------------------------------------------------------------------------------------------------------------------
Protocol Number (if applicable)
--------------------------------------------------------------------------------------------------------------------
Principal Investigator (PI)

Name:
Academic Rank:
☐ Assistant Professor
☐ Associate Professor
☐ Professor
☐ Lecturer
☐ Graduate Student under supervision
☐ Postdoctoral fellow

Department:
Faculty:
Institution:
Email:
Phone:

Co-Investigators:
---------------------------------------------------------------------------------------------------------------------
Funding Source
☐ None
☐ Institutional
☐ Government
☐ Industry
☐ Other: 
-------------------------------------------------------------------------------------------------------------------
Study Duration
Start Date:
End Date:
--------------------------------------------------------------------------------------------------------------------

Study Location(s):
☐ Single-Site Study 
☐ Multi-Site Study: If yes, list collaborating institutions and describe coordination mechanisms and IRB approvals required.
---------------------------------------------------------------------------------------------------------------------
SECTION 2 – TYPE OF STUDY
☐ Clinical Trial
☐ Interventional Study
☐ Invasive Procedure Study
☐ Drug Trial
☐ Medical Device Study
☐ Surgical Intervention
☐ Other (specify):
---------------------------------------------------------------------------------------------------------------------
SECTION 3 – BACKGROUND & SCIENTIFIC RATIONALE

Provide the scientific background and justification for the study (300–500 words minimum) and Include relevant literature references supporting the rationale.

---------------------------------------------------------------------------------------------------------------------
SECTION 4 – STUDY OBJECTIVES
Objectives should follow SMART criteria (Specific, Measurable, Achievable, Relevant, and Time-bound).
Primary Objective:
Secondary Objectives:
---------------------------------------------------------------------------------------------------------------------
SECTION 5 – STUDY DESIGN

☐ Randomized Controlled Trial
☐ Non-Randomized Trial
☐ Single Arm Study
☐ Pilot Study
☐ Other: 
Does the study include a control or comparator arm?
☐Yes 
☐No 
If yes, describe.
---------------------------------------------------------------------------------------------------------------------
[bookmark: _GoBack]
Total Sample Size:
Estimated Duration of Participant Involvement:
Study Procedures Summary:

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

SECTION 6 – STUDY POPULATION

Inclusion Criteria:
Exclusion Criteria:
Vulnerable Population Assessment
Does the study involve any of the following groups?
☐ Minors
☐ Pregnant women
☐ Prisoners
☐ Cognitively-impaired persons
☐ economically or educationally disadvantaged persons
☐ None
If yes, describe safeguards implemented to protect vulnerable participants:
---------------------------------------------------------------------------------------------------------------------
SECTION 7 – STUDY PROCEDURES
Participants will undergo the following procedures:
☐ Clinical examination
☐ Blood sampling
☐ Imaging (CT/MRI/X-ray)
☐ Drug administration
☐ Surgical or invasive intervention
☐ Follow-up visits
☐ Other: 
Detailed Procedure Description
Provide a structured description including:
· Sequence of procedures
· Frequency of procedures
· Duration of each procedure
· Total duration of participation
---------------------------------------------------------------------------------------------------------------------
SECTION 8 – RISKS & DISCOMFORTS

Identify all potential risks and classify them according to:

Risk Severity
☐ Minimal
☐ Moderate
☐ High

Probability of Occurrence
☐ Low
☐ Moderate
☐ High

Describe mitigation strategies and monitoring protocols for each identified risk.

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

SECTION 9 – POTENTIAL BENEFITS

Describe:
1. Potential direct benefits to participants
2. Societal or scientific benefits
Explain the risk–benefit ratio and justify why the anticipated benefits outweigh potential risks.

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

SECTION 10 – INFORMED CONSENT PROCESS

Who will obtain the consent?
Where will the consent be obtained?
☐ Written informed consent will be obtained
☐ Waiver of consent requested
If requesting waiver, provide justification according to applicable ethical and regulatory standards (minimal risk, impracticability of consent, rights and welfare not adversely affected)
---------------------------------------------------------------------------------------------------------------------
SECTION 11 – PRIVACY & CONFIDENTIALITY

Data will be:
☐ Anonymous
☐ Coded
☐ Identifiable (restricted access)
Data Storage Location:
Data Retention Period:
Data Transfer Protocol
Will data be transferred between institutions or across national borders?
☐ Yes
☐ No

If yes, describe the data protection, encryption, and regulatory compliance procedures.

---------------------------------------------------------------------------------------------------------------------
SECTION 12 – COMPENSATION
☐ No compensation
☐ Travel reimbursement
☐ financial compensation
☐ Other
Confirm that compensation is non-coercive and proportionate to participant burden.
☐ Confirmed
---------------------------------------------------------------------------------------------------------------------


SECTION 13 – SAFETY MONITORING / ADVERSE EVENTS
Describe the safety monitoring procedures including:
· Data Safety Monitoring Board (DSMB) involvement (if applicable)
· Study stopping rules
· Monitoring frequency
· Procedures for reporting Serious Adverse Events (SAEs)
· Timeline and reporting channel to the IRB
Description:
---------------------------------------------------------------------------------------------------------------------SECTION 14 – ATTACHMENTS

☐ Full Study Protocol
☐ Informed Consent Form (English and Arabic)
☐ Investigator CV
☐ Recruitment Materials
☐ Case Report Forms
☐ Drug/Device Information
☐ Ethics Training Certificate
☐ Conflict of Interest Disclosure Form
---------------------------------------------------------------------------------------------------------------------
SECTION 15 – INVESTIGATOR DECLARATION
I certify that the information provided in this application is accurate and that the study will be conducted in accordance with institutional policies and international ethical guidelines.
Principal Investigator 

Name:
Signature:
Date:

Co-Investigator Signature (if applicable):

Department Chair Endorsement
Name: 
Signature:
Date:
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