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	Ethics Approval No:
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SECTION 1: PROJECT AND RESEARCHERS’ DETAILS 
	[bookmark: _Hlk214975663]1.1 Project title:

	

	1.2 Project timeframe: 

	Proposed commencement date of activities that require human ethics approval:
	
	Estimated completion date of the project:
	


Research must not commence without the prior written approval of the IRB. Retrospective approval will not be granted.
	1.3 Applicant:
The applicant may also be referred to as the principal investigator. If the project is to be undertaken by a research student, the student’s primary or other supervisor at Al-Ahliyya Amman University is the Applicant.

	Applicant’s title and name
	
	Employer ID
	

	Department/Faculty
	

	Email
	
	Mobile No
	

	Qualifications and research experience relevant to the project
	(No more than 100 words)

	Role in the project
	

	1.4 Student projects:
If the project is to be undertaken by a research student as part of their studies, please indicate below.

	Name:
	
	Student ID: 
	
	Program Level:
	 If other please describe 

	Name:
	
	Student ID: 
	
	Program Level:
	 If other please describe 

	1.5 Other researchers:
List all researchers (other than the Applicant and Students) in the table below. If applicable, include their Al-Ahliyya Amman University Employer ID. Ensure that all co-supervisors and both internal and external collaborators are included. Completion of Section 8 is also required

	Name, title and position
	

	Department/Faculty
	

	Email
	
	Phone
	

	Qualifications and research experience relevant to the project
	(No more than 100 words)

	Role in the project
	

	1.6 Has this project been approved by, or will it be submitted for approval to, another ethics committee or IRB?
If yes, please provide the name of the committee, indicate the current status of your application (e.g., submitted, under review, approved, deferred, or not approved), and attach all relevant documentation. Please note that AAU may recognize ethics approvals granted by specific external IRBs, potentially eliminating the need for a separate application. Researchers are advised to consult with the AAU IRB committee to determine whether this applies to their project.

	|_| Yes – the project will be submitted for approval to (name of committee/IRB): …………...…….
|_| Yes – the project has been submitted for approval to (name of committee/IRB): …………...…..
|_| No


SECTION 2: PROJECT DETAILS
	2.1 Aims of the project: 
Discuss the main research aims/hypotheses to be investigated ( no more than 300 words).

	

	2.2 Background to the project: 
Briefly discuss any previous research of relevance and cite no more than 5 key references (no more than 500 words).

	

	2.3 Research design and methodology: 
Describe how the study will be conducted, including researcher-participant interactions, methods, and how they achieve the study’s goals. Justify the sample size if needed. 

	

	2.4 Location(s) of the research: 
List all project sites and participant locations.

	


SECTION 3: PARTICIPANTS AND RECRUITMENT
	3.1 Who will be the participants in this project?
Participants also include data about people or human tissue samples.

	

	3.2 Does the planned or anticipated recruitment of participants target, focus on, or include as a group, any of the following population groups? Select as many as relevant.
This question is to capture the planned or foreseeable recruitment of participants from these population groups, rather than their incidental inclusion. Select as many groups as applicable to the research.

	Participant group
	
	Participant group
	

	Children and minors (<18 years)
	|_|
	Individuals involved in illegal activities (e.g., drug users).
	|_|

	Individuals highly dependent on medical care who may be unable to give consent
	|_|
	Individuals with intellectual disabilities, learning or communication difficulties
	|_|

	Individuals in dependent or unequal relationships
	|_|
	Individuals in judicial or security custody
	|_|

	Women who are pregnant and the human fetus
	|_|
	University students
	|_|

	Refugees
	|_|
	Socio-economically disadvantaged individuals
	|_|

	Individuals with psychological disorders affecting legal capacity
	
	Other, please specify…………………
	|_|

	[bookmark: _Hlk214970067]3.3 What is the number of participants?

	

	3.4 What is the age range of participants?

	

	3.5 What is the participant inclusion and exclusion criteria?

	

	3.6 Where will participants be recruited or sourced from?

	

	3.7 What materials will be used to recruit participants and how will they be used?
Provide details of any posters, flyers, information sheets, consent forms, advertisements, emails, and letters to be used. Include a list of online or physical sites where advertisements will be posted or shared through personal connections.

	

	3.8 Will the researcher(s) be taking photographs or recordings of participants using audio, video, or other electronic media? If so, how will these be used?
This information should be provided to participants in the participant information sheet and the consent form

	

	3.9 Select all research activities that will be conducted as part of the study. 
For each selected activity, the applicant must provide complete details, including the expected time commitment required from participants, where applicable.

	Research method/activity 
	
	Participant time
	Research method/activity
	
	Participant time

	Action research (Attach full details)
	|_|
	
	Interventional (including Behavioral/ Psychosocial)
	|_|
	

	Biospecimen/ Specimen Analysis (e.g., Phlebotomy, DNA, fluids)
	|_|
	
	Interviews (Attach summary of topics or guide)
	|_|
	

	Body organs, tissues or fluids (Attach full details)
	|_|
	
	Observational (Attach full details)
	|_|
	

	Clinical Trial (Attach full details)
	|_|
	
	Wearable Device/ Sensor Data (Attach full details)
	|_|
	

	Tissue/ Data Repository (e.g., genetic studies)
	|_|
	
	Survey/ Questionnaires (Attach copies of tools)
	|_|
	

	Investigational Drug or Biologic (Attach full details)
	|_|
	
	Textual analysis (including medical, academic, personal records)
	|_|
	

	Imaging Studies (MRI, CT, Ultrasound, X-ray)
	|_|
	
	Use of Datasets/ Data Linkage (Attach full details)
	|_|
	

	Ethnographic (Attach full details)
	|_|
	
	Epidemiological (Attach full details)
	|_|
	

	Focus group (Attach copy of materials to be used)
	|_|
	
	Other, please specify: ……………………………….
	|_|
	

	Dental and Oral Health Procedures/Interventions (e.g., diagnostic tests, biocompatible dental materials, prosthodontic or orthodontic devices)
	|_|
	


SECTION 4: USE OF REGULATED SUBSTANCES, HUMAN SPECIMENS, AND VULNERABLE PARTICIPANTS
	Complete this section only if your research involves any of the following: investigational drugs or biologics, medical devices, biological samples, genetic testing, vulnerable populations, stem cells or gametes, radiation/radioisotopes, or experimental animals. If none of these apply, please skip directly to Section 5.

	4.1 Use of Drugs/Biologicals. 

	Does the research involve the use of any of the following? Check all that applies:

	Drugs/ Device Use:
	Yes
	No

	A JFDA approved drug or medical device
	
	

	An investigative/unapproved drug, supplement, chemical, biological products, or controlled substances and medical devices.
	
	

	A placebo
	
	

	A. If the research involves the use of d rugs and/or biological products, please complete to the following:

	Identify the drug(s) or biological products:

	Trade (Brand) name of  the Drug or Biological Product
	Generic or Biological name
	Manufacturer of the product
	Recommended storage temperature

	
	
	
	

	B. [bookmark: _Hlk215054542]If the Drug or Biological Product are to be stored in a refrigerator or freezer:
	Yes
	No

	Is there a back-up power source in the event of power outage?
	
	

	Is the refrigerator or freezer alarmed to alert staff in the event of power outage?
	
	

	Confirm Drug or Biological Product will be stored in a dedicated medication storage refrigerator or freezer:
	
	

	If the drug is not approved by JFDA please complete the following
	Chemical name:
	.....................................................

	
	Mechanism of action:
	.....................................................

	
	Form of Administration:
	.....................................................

	
	Maximum tolerated dose in humans:
	.....................................................

	
	Side effects:
	.....................................................

	
	Pharmacokinetic data:
	.....................................................

	
	Procedures for minimizing adverse events in humans:
	.....................................................

	Drug or Biological product used in this research is not dispensed by a pharmacist, it can only be dispensed by a physician, or a personnel in agreement with the physician. Examples of this personnel are: physician’s assistant and nurse. Only persons with legal authority to dispense the Drug or Biological Product, and those under their direct supervision, can have access to the Drug or Biological Product storage area.

	

	Name
	Qualification
	Responsibility

	
	
	

	
	
	

	
	
	

	Anticipated effect of the procedure:
	□ Anticipated complications of study procedures:

	
	□ Psychosocial (non-medical) risks, discomforts, inconveniences:

	
	□ Potential benefits to individual participants:

	
	□ Potential benefits to patient class, community, country, or society:

	Please confirm that the following information are on the labeling of the medication container dispensed to the study subjects:

	Name, address and telephone number of physician’s office

	Prescribing physician’s name

	Participant’s name or number

	Date of dispensing

	Direction for use

	Manufacturer’s name

	Drug name or protocol name or number

	If the study is registered as a Clinical Trial by the JFDA, please indicate its reference number:

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



	4.2 Use of Devices.

	If the proposal involves the use of Devices (transponders, pumps, etc.), Please provide the following:

	List the device(s) being evaluated:

	Device Name
	Brand Name
	Manufacturer

	
	
	

	Describe in detail how the device will be used (e.g., size, location, method of implantation, and chemical composition.
	

	Describe any anticipated side effects of the device?
	

	Will the device be recovered/removed?
	|_| Yes
	|_| No

	If Yes, describe how and when the device will be recovered/removed:
	

	4.3 Use of Biological Samples & Genetic Testing.

	Biological Samples

	Are blood, urine, tissue, saliva, etc. (either banked or prospectively obtained) used?
	|_| Yes
	|_| No

	If “Yes”: Describe the sample collection procedure, volume collected and frequency.
	

	[bookmark: _Hlk215055190]Confirm that all employees who will be involved in sample collection are experienced or adequately trained. 
	|_| Yes
	|_| No

	Will the biological (Blood, Urine, Tissue, Saliva, etc.) samples be genetically tested? 
	|_| Yes
	|_| No

	If “Yes”: Specify the genetic testing method.
	

	Will the results of genetic testing be reported to subjects?
	|_| Yes
	|_| No
	|_| N/A

	If “Yes”, the following conditions must be met:
Participants must be notified of the specific genetic test being performed at the time of the consent.
Provide a genetic counselor to participants (if applicable)
	



	[bookmark: _Hlk215128000]4.4 Use of  Stem Cells / Gametes.

	Stem Cells, Zygotes, Gametes and Fetuses
“The Ethical committee may, when necessary, add or amend conditions for use of stem cells”

	[bookmark: _Hlk215055984]The Research project involves the use of stem cells, zygotes, gametes, or fetuses
	|_| Yes
	|_| No

	If “NO”, please go to Section 5
If “Yes”, please be informed that the investigator must abide by Islamic legislations, customs, traditions, ethical principles and JFDA rules regarding research on stem cells: embryonic stem cells (ESC: Cells removed from the fertilized egg in its early phases; before the differentiation phase), or adult stem cells (ASC: undifferentiated cells removed from organs of fully developed living beings); zygotes, gametes and fetuses.

	No research may be conducted for the purpose of human cloning.
	|_| Confirmed
	|_| Not confirmed

	Kindly respond to the following:
Please describe the rationale and specific use of the stem cells:
	

	Identify the Stem Cell source, and describe how you plan to acquire the bio-specimens (i.e. stem cells extracted from the umbilical cord or adult stem cells):
	

	Do you plan to generate new human ESC (HESC) lines?
	|_| Yes
	|_| No

	If “Yes”, please explain the scientific rationale for generating new HESC lines
	

	Do you plan to store the study stem cells in stem cell banks.  
	|_| Yes
	|_| No

	If “Yes” you have to obtain the permission of the Ethical committee and the donor upon obtaining the "Informed Consent" 
	

	Where will the research take place?  Identify places where the research will be performed.  This includes supplementary support rooms such as tissue culture rooms and freezer storage areas (Indicate College, and building, floor, and room number):
	






















	4.5 Use of Radiation/Radioisotopes.

	
Radiation or Radioisotopes

	The research project involves the use of Radiation or Radioisotopes
	|_| Yes
	|_| No

	If “Yes”:
	Please specify where the radiation will be used (College, and building / room no. etc. 
	................................................................................................
................................................................................................
................................................................................................

	
	Please specify Name(s) of approved radioisotope permit holder, and the duration of permit.
	................................................................................................
................................................................................................
................................................................................................

	
	Please specify methods of special handling and disposal of radioactive waste:
	................................................................................................
................................................................................................
................................................................................................


SECTION 5: ETHICAL CONSIDERATIONS
	5.1 Describe how researcher(s) will protect the privacy and confidentiality of participants

	

	5.2 Outline the protocol that will be followed in the event of any adverse events:
It is a condition of approval that researchers immediately report to the research ethical committee at AAU any adverse events that might warrant review of ethical approval..

	

	5.3 Will participants receive reimbursement or rewards for participation? If so, what is the amount or nature, and the justification?

	

	5.4 Describe any possible risks to the health or safety of the researcher(s)/ participant(s) when undertaking the research.
Consider and include physical, psychological, social, and environmental risks that could occur throughout the research process. Explain in detail the strategies and procedures that will be implemented to minimize or manage these risks. For example, if interviews will be conducted in private settings, specify the safety protocols or measures in place to protect both researchers and participants. Please attach a comprehensive risk mitigation and management plan as part of your submission.

	


SECTION 6: DATA – CONFIDENTIALITY, ANALYSIS, REPORTING, STORAGE AND FUTURE USE
	6.1 Select the option that reflects the type of data that will be accessed throughout the research:

	Type of data
	Initially received/
collected
	Stored (at completion)

	Non-identifiable: data received or collected about participants that is received in a non-identifiable form. This includes data which has never had personal identifiers e.g. an anonymous survey, or from which identifiers have been permanently removed before you received it. You will not be able to identify a specific individual.
	|_|
	|_|

	Re-identifiable: data from which personal identifiers have been removed and replaced by a code. The data is either received with a code already attached and personal identifiers have been removed or you remove identifiers and replace with code. It remains possible for you or others to re-identify a specific individual by, for example, using the code or linking different data sets.
	|_|
	|_|

	Individually Identifiable: data where the identity of an individual could be reasonably ascertained.  Examples of identifiers include the individual’s name, image, date of birth or address, or in some cases their position in an organization.
	|_|
	|_|

	6.2 How will the privacy and confidentiality of participant data, samples and information be protected during the collection and/or recruitment phase?
Outline the de-identification processes, separation of roles of those responsible for the management of data, and any other relevant practices. Outline where data will be stored during data collection phase and who will have access.

	

	6.3 How will the privacy and confidentiality of participant data, samples and information be protected during the data analysis phase?
Outline the de-identification processes, use of pseudonyms, codes, or explicit consent, and any other relevant practices. Outline where data will be stored during data analysis and who will have access.

	

	6.4 How will researcher(s) protect the privacy and confidentiality of participant data, samples and information during the reporting of research results?
Outline if participants will have the option of being identified or referred to by a pseudonym. Where the sample size is very small, it may be impossible to guarantee anonymity/confidentiality of participant identity. Participants involved in such projects need to be clearly advised of this limitation in the information provided to participants.

	

	6.5 Outline how the records, materials and data from the project will be stored at completion. Include details of the storage location, who will have access.

	

	6.6 For future use of data and/or tissue what type of consent will be obtained? Will consent be Specific, Extended, or Unspecified?
Data collected as part of a research project ought to be collected and stored in such a way that it can be used in future research projects. Data collected as part of a research project can only be shared or used in future with the explicit consent of participants. The participant information sheet and consent forms must outline how data will be shared or used in future. You cannot share or use data in future if you do not have consent to do this.

	

	6.7 Describe what data will be used in future, how it will be used (i.e. for what purpose), who will have access and how participants will be informed. Outline how data will be shared.

	

	6.8 Specify the duration for which project records, materials, and data will be retained after project completion. Describe the methods that will be used to securely dispose of, destroy, or anonymize data after the storage period has elapsed.
Please specify how long the data will be retained (e.g., 5 years after publication), who is responsible for secure storage during this time, and provide details of the method of destruction or anonymization to be used after the retention period ends (e.g., secure shredding of physical documents, deletion from encrypted digital storage, etc.).

	


SECTION 7: CONFLICT OF INTEREST OR OTHER ETHICAL ISSUES
	7.1 Outline the source of any project funding:

	

	7.2 Outline any ‘conflict of interest’ issues that may arise during the project:

	

	7.3 Do the researchers expect to obtain any direct or indirect financial or other benefits from conducting this research?

	

	7.4 Outline any other ethical or relevant issues not yet discussed in this application:

	


SECTION 8: DECLARATION BY THE RESEARCHER(S)
	8.1 Researcher(s) Declaration:

	I/we confirm that we have reviewed the ethical guidelines and regulations of Al-Ahliyya Amman University (AAU), as well as relevant Jordanian laws governing human research ethics.

	By signing this declaration, I/we, the researcher(s), agree to the following:

	· Conduct the research in accordance with the principles of responsible conduct as outlined by Jordanian law and the ethical standards set by the Institutional Review Board (IRB) at AAU, including compliance with Jordanian FDA regulations for pharmacological studies.
· Initiate the research only after receiving final written approval from the AAU IRB.
· Notify the IRB in writing of any adverse or unexpected events, and seek prior approval for any amendments, changes in personnel, project completion, or early termination.
· Submit a final report to the IRB upon project completion.
· Cooperate with any audit or review requested by the IRB.

	Additionally, as the principal applicant, I:

	· Confirm that all members of the research team are adequately qualified and experienced, or will receive the necessary training and supervision to perform their roles responsibly.
· Accept full responsibility for the secure and confidential handling of research data and materials, in line with AAU policy and applicable legal requirements.

	All individuals listed in Section 1 must sign below to acknowledge and accept these responsibilities:

	Applicant’s Name
	
	Date
	
	Signature
	

	Researcher’s Name
	
	Date
	
	Signature
	

	Researcher’s Name
	
	Date
	
	Signature
	

	Researcher’s Name
	
	Date
	
	Signature
	


[bookmark: _GoBack]SECTION 9: CHECKLIST
	The following documents are attached to this application:

	Attached
	Item
	Attachment Label (attachment 1 etc.)

	Yes
	No
	N/A
	
	

	|_|
	|_|
	|_|
	Research Proposal Document
	

	|_|
	|_|
	|_|
	Participant Information Sheet (for each participant group, if applicable)
	

	|_|
	|_|
	|_|
	Informed Consent Form (Adult Participants)
	

	|_|
	|_|
	|_|
	Parental/Guardian Informed Consent Form (for minors or dependent participants)
	

	|_|
	|_|
	|_|
	Recruitment Materials (e.g., advertisements, flyers, emails, social media posts)
	

	|_|
	|_|
	|_|
	Procedure/Protocol for Interviews including Topics, Questions or Themes
	

	|_|
	|_|
	|_|
	Survey Instrument/Questionnaire (include a printed copy of on-line survey)
	

	|_|
	|_|
	|_|
	Focus Group Protocol / Topics
	

	|_|
	|_|
	|_|
	Procedure for Managing Adverse Events
	

	|_|
	|_|
	|_|
	Approval/Rejection Letters from Other Ethics Committees (if submitted elsewhere)
	

	|_|
	|_|
	|_|
	Drug or Device Information Sheet (if applicable)
	

	|_|
	|_|
	|_|
	Genetic Testing Protocol and Counseling Information (if applicable)
	

	|_|
	|_|
	|_|
	Data Management and Storage Plan
	

	|_|
	|_|
	|_|
	Risk Mitigation and Management Plan
	

	|_|
	|_|
	|_|
	Conflict of Interest Disclosure Statement (if applicable)
	

	|_|
	|_|
	|_|
	Training/Certification Documents for Research Personnel (e.g. CITI or local training)
	

	|_|
	|_|
	|_|
	Evidence of Funding or Grant Letter (if applicable)
	

	|_|
	|_|
	|_|
	Clinical Trial Registration Number (if applicable)
	

	|_|
	|_|
	|_|
	Letters of Permission from Research Sites / Collaborating Institutions
	

	|_|
	|_|
	|_|
	Other (please specify): …………………………….
	

	Research Ethics Committee Recommendation (Faculty level)

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

	Date of  Recommendation
	.........................
	Head of committee’s signature
	.......................

	Faculty Dean Recommendation 

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

	Date of  Recommendation
	.........................
	Dean’s signature
	.......................

	IRB Review and Decision (For Official Use Only)

	IRB Decision:

	|_| Approved
	|_| Conditionally Approved
	|_| Revisions Required
	|_| Not Approved

	Comments / Conditions (if any):

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

	Date of Decision
	.........................
	Head of IRB’s signature:
	.......................
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