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Application for Ethical Review and Clearance
of Research Projects Involving Human Participants or Human Biological Material

	Section to be Completed by the Principal Investigator (PI)

	Submission Date
	DD_______ / MM_______ / 20______

	Full Name of PI
	

	Position / Title
	

	Specialty
	

	Faculty and Department
	

	UL Contact Email 
	

	Alternative Contact Email
	

	Phone number
	



	Section Reserved for CUER Committee Use ONLY

	Application Number
	CUER – _________ / 20______

	Date Received by CUER
	DD_______ / MM_______ / 20______

	Review Type
	☐ Full Review 	☐ Expedited Review		 ☐ Exempt

	Reviewer(s) Assigned
	1. Reviewer 1:___________________________
2. Reviewer 2: ___________________________
3. Reviewer 3: ___________________________

	Decision Date
	DD_______ / MM_______ / 20______

	Decision
	☐ Approved			☐ Conditional Approval
☐ Revisions Required 	☐ Rejected

	Comments 
	





Sections to be Completed by the Applicant

Section 1 – General Information

1. Research Project Title:
2. Research Project Location(s):
☐ University Research Laboratory, Specify:
· Laboratory Name:
· Lab Director Name:
· Location (Faculty, Branch, and Department):
☐ Hospital Setting 		
☐ Clinics
☐ Community Setting
☐ Clinical Research Center		
☐ Other, specify: 
3. Duration of Study: 	☐ _______  month(s)		OR	☐ _______  year(s)
Start Date: DD / MM / 20___   	End Date:  DD / MM / 20___ 
4. Type of Research: 
☐ Epidemiologic Study (study of disease patterns or risk factors in populations)
Specify:	☐ Cross-sectional	☐ Case series	  ☐ Case-control 	☐ Cohort 
☐ Interventional – population-level (e.g., health education campaign, screening program)
☐ Clinical Study (Observational study involving patients in healthcare settings without assigned interventions)
Specify:	☐ Cross-sectional	☐ Case series	  ☐ Case-control 	☐ Cohort 
☐ Clinical Trial (If intervention involves drugs/devices or targets individuals clinically)
Specify:	☐ Drug Testing  Phase: ☐ 1	☐2	☐ 3	☐ 4 
		☐ Device Testing
☐ Genetic Study
☐ Fundamental Research with human biological material
☐ Paramedical Study (Research involving nutrition, sports, behavioral sciences, physical therapy, or other allied health disciplines)
Specify:	☐ Cross-sectional	☐ Case series	 ☐ Case-control 	☐ Cohort 
☐ Interventional – population-level 	☐ Behavioral
☐ Other, Specify:_______________________________________________




5. Research Team at Lebanese University
Principle Investigator: 
Full Name:
Position / Title:
Specialty:
Affiliation (Faculty and Department):
UL Contact Email: 
Alternative Contact Email:
Phone number:

Co-Investigator 1: (Add additional co-investigators as needed)
Full Name:
Position / Title:
Specialty:
Affiliation (Faculty and Department):
UL Contact Email: 
Alternative Contact Email:
Phone number:

Research staff 1: (Add additional research staff as needed)
Full Name:
Position / Role: Example: Lab technicians, research assistant, etc…
Specialty:
Affiliation (Faculty and Department):
UL Contact Email: 
Alternative Contact Email:
Phone number:

Paramedic staff 1: (Add additional paramedic staff as needed)
Full Name:
Position / Role: 
Specialty:
Affiliation (Institution and Department):
Contact Email:
Phone number:

Student 1: (Add additional students as needed)
Full Name:
Role: Example: Lab technicians, research assistant, etc…
Level of study: ☐ Bachelors	☐ Masters	☐ PhD
Field of Study:
Affiliation (Faculty and Department):
UL Contact Email: 
Alternative Contact Email:
Phone number:

6. Do you have any external collaborators (outside UL)?
☐ No
☐ Yes, specify:
	Collaborator 1: (Add additional collaborators as needed)
Full Name:
Position/Title:
Specialty / Field of Expertise:
Institution (Name of university, hospital, company, etc.):
Contact Email:
Phone number:
Country:

7. Funding Source(s): (Add additional funding sources as needed)
	Name of funding source
	Funding duration (start and end date)

	1. 
	

	2. 
	

	3. 
	


8. Conflict of Interest
☐ There is no conflict of interest
☐ Yes, there is a conflict of interest. 
	Please specify:
	☐ Financial conflicts
	☐ Commercial interests
	☐ Employment relationships
	☐ Collaboration with industry
☐ Personal or family relationships
☐ Scientific or academic conflicts
☐ Other, specify: ______________________

9. Has this research proposal been submitted or is it currently being submitted to another ethics committee?
☐ No			☐ Yes, please specify:
· Name of ethics committee: ______________________
· Status of submission: ☐ Accepted	☐ Pending	☐ Rejected
· Provide a copy of committee’s report    




Section 2 – Research Study Information
1. Abstract (Brief Summary) of Research: (Max 300 words)

2. Research Aims:
· Aim 1: ______________________
· Aim 2: ______________________
· Aim 3: ______________________
· Etc…

3. Technical Information:

3.1.  Projects Involving Human PARTICIPANTS
· Describe the participants’ population. (Ex, but not limited to: ethnical  background, gender, health status, age…). If it is biased, state why.
Age range:
Gender: ☐ Male	☐ Female	☐ Both genders
Health status: 	☐ Healthy volunteers		
			☐ Special population, please describe: ______________________
Ethnic background: ______________________
Geographic location: ______________________
	Inclusion criteria:
· Criteria 1
· Criteria 2
· Etc…
Exclusion criteria:
· Criteria 1
· Criteria 2
· Etc…
Is this sample biased? 	
☐ No
☐ Yes, explain why:
Add Additional information as needed:

· Sample Size
What will be the required number of participants? Justify this need.


· Does the study include vulnerable individuals?
☐ No
☐ Yes – check all that apply:
  ☐ Children or adolescents
  ☐ Pregnant women
  ☐ Elderly persons
  ☐ Individuals with mental or cognitive impairments
  ☐ Individuals under stress, trauma, or distress
  ☐ Marginalized or minority populations
  ☐ Other (specify): ________________________

· Person’s ability to consent:
An informed consent is required from all participants (see annex I).
Are all participants able to give consent themselves?
☐ Yes
☐ No, the following will be done:
☐ Legal guardian will provide consent
☐ Participant assent with guardian consent
☐ Other (specify): ___________________________

· Participant Recruitment:
What are your methods of participants’ recruitment? 
Please attach / provide a copy of all relevant documents used in recruitment method.
☐ Posters/flyers
☐ Email invitations
☐ In-class announcements
☐ UL website announcement
☐ Online/social media platforms
☐ Referral from clinics or hospitals
☐ Research registries or databases
☐ Other (specify): ___________________________

· Participant Involvement:
Specify the procedures or activities participants will undergo as part of the study.
Check all that apply and provide details as needed:
☐ Blood sample collection – Volume: ___________ Frequency: ___________
☐ Saliva or urine collection
☐ Stool or other biological sample collection
☐ Drug or supplement administration – Name/dose/frequency: ___________________
☐ Dietary intervention or monitoring
☐ Physical activity or exercise
☐ Surveys or questionnaires
☐ Interviews or focus groups
☐ Imaging (e.g., MRI, X-ray, ultrasound)
☐ Clinical assessment or physical exam
☐ Use of wearable/monitoring devices
☐ Other (specify): __________________________


· Risks and Benefits to Participant:
1. Potential Risks
Describe any physical, psychological, social, legal, or confidentiality-related risks that may arise from participation:


2. Risk Minimization Measures
What precautions or procedures are in place to reduce or manage these risks?
(e.g., medical supervision, data anonymization, emergency protocol)


3.  Compensation for Harm or Prejudice
What provisions are in place to compensate or support participants in case of harm, distress, or disadvantage resulting from the study?
☐ Not applicable
☐ Medical coverage / insurance
☐ Psychological support
☐ Other, specify: ___________________________

Provide Details:


4. Potential Benefits to Participants
☐ No direct benefit
☐ Access to free diagnostic tests, specify: _______________________
☐ Health-related information or feedback
☐ Education or awareness about a condition or behavior
☐ Other, specify: _____________________________________________

Explain briefly:


5. Will participants receive any payment or reward for taking part in this research?
☐ No
☐ Yes, specify type and amount:
☐ Free of charge tests
☐ Knowledge about their health status
☐ Money compensation, specify amount: _______________________
☐ Travel or meal reimbursement, specify: _______________________
☐ Other, specify: _______________________
Details:


6. Are any participants currently enrolled in another study?
☐ No
☐ Yes, Explain how overlap is addressed and whether this poses any risk: _______________________


7. Will a placebo be used in this study? (If a clinical trial)
☐ Not applicable
☐ No
☐ Yes, Justify its use and how participants will be informed: _______________________


3.2. Projects Involving Human MATERIAL 
This section refers to studies on human material not directly involving human participants (ex: material from clinically indicated interventions…)

· Describe the material used in the study. Justify the need for it.
(e.g., tissue biopsies, blood samples, saliva, urine, cells, DNA…)


· What is the source of this material?
☐ Hospital biobank or clinical archive
☐ Residual material from diagnostic or therapeutic procedures
☐ Public or institutional biorepository
☐ Commercial provider
☐ Collaborating institution, specify: _______________________
☐ Other, specify: _______________________

Justify and explain:


· Is the material anonymous?
☐ Yes
☐ No, justify why identifiable material is necessary and describe the confidentiality safeguards in place: _______________________




3.3. Data Protection and Sample Storage 

3.3.1. Data Protection
1. Will any personal or sensitive data be collected?
☐ No
☐ Yes, specify: _______________________

2. Will the data be anonymized or coded?
☐ Fully anonymized (no link to identity)
☐ Coded / pseudonymized (identity can be recovered via key)
☐ Identifiable (explain and justify): _______________________

3. How will confidentiality be maintained?
☐ Data stored in password-protected digital files
☐ Physical records in locked storage
☐ Access limited to authorized team members only
☐ Data encryption or secure platforms
☐ Other, specify: _____________________________________


3.3.2. Sample Storage (if applicable)
1. Will biological samples be stored for future use?
☐ No
☐ Yes: for how long? _______________

2. Where will the samples be stored?
☐ Institutional research lab
☐ Biobank (name): _____________________
☐ Collaborating institution
☐ Other, specify: _____________________________________

3. How will the samples be stored and secured?
☐ Temperature-controlled conditions
☐ Coded sample labeling
☐ Limited-access storage
☐ Other, specify: _____________________________________

4. Will participants be informed about long-term storage and potential future use?
☐ Yes – this is stated in the informed consent form
☐ No – samples will be destroyed after study ends


In filling this application, I, the undersigned, agree to accept primary responsibility for scientific and ethical conduct. I will not begin my research before getting the ethical clearance, and I will seek the ethical committee approval should I need to make any changes in my research. I will immediately inform the ethical committee about any problem that may arise during the conduction of the study.

 
	Name:

	Signature:

	Date:


[bookmark: _Hlk201063146]Requested documents to be attached to this application
Please ensure the following material is attached to your application:
· A cover letter
· The complete research proposal (including abstract, introduction, methodological approach, expected results, references, etc…)
· CVs of the all research team members
· The scientific approval report of the project
· Conflict of interest disclosure forms
· For research involving human participants:
· Participant research brochure
· Informed consent form 
· Assent forms (if applicable)
· Advertisement and recruitment documents
· Insurance and medical coverage documents
· Case report form (for clinical studies)
· Previous IRB review reports (if applicable)
· Safety Monitoring Plan / DSMB Plan (for clinical trials or studies with medical risks)
· Adverse event reporting form (for clinical trials)
· Material Transfer Agreement (MTA) (if transferring human biological samples to another institution)
· Questionnaire (if applicable)
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