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IRB Application Form
For Deanship of Scientific Research use
	Research project No:
	


Complete this application and appendices as applicable to your research. 
Sections A, B and C are required. Submit this application with relevant documents to Deanship of Scientific Research-Section of Research Ethics
1. Principal Investigator
	Research Title
	Click or tap here to enter text.

	Anticipated duration of project
	Enter Here
	Start Date
	Enter Here
	End Date
	Enter Here

	Principle Investigator
	☐
	GJU affiliated, complete (Section A)             

	
	☐
	Non-GJU affiliated, Complete (Section B & C)             

	1. Section (A) GJU Investigators

	Name
	Click or tap here to enter text.	ID No.
	Click or tap here to enter text.
	School
	Choose an item.	Department
	Choose an item.
	Phone Number
	Click or tap here to enter text.	E-mail Address
	Click or tap here to enter text.
	2. Section (B) Non- GJU Investigators

	Name
	Click or tap here to enter text.	Organization
	Click or tap here to enter text.
	Phone Number
	Click or tap here to enter text.	E-mail Address
	Click or tap here to enter text.
	3. Section (C) Site-Principal Investigator

	Name
	Click or tap here to enter text.	ID No.
	Click or tap here to enter text.
	School
	Click or tap here to enter text.	Department
	Click or tap here to enter text.
	Phone Number
	Click or tap here to enter text.	E-mail Address
	Click or tap here to enter text.


2. Primary Contact
If the person preparing the application is not the Principal Investigator, the person who will receive correspondence related to this application e.g., co-investigator or research coordinator
	Name
	Click or tap here to enter text.	Organization:
	Click or tap here to enter text.
	Phone Number
	Click or tap here to enter text.	E-mail Address
	Click or tap here to enter text.





3. Nature of research
	☐
	Psychosocial/ behavioral research/ Social  Work

	☐
	Biomedical procedures

	☐
	Access to existing data, Appendix (E) required with the application

	☐
	Use of drug(s)/device(s)/biological products, Appendix (F) required with the application

	☐
	Collection, analysis and storage of bio-specimens including use of archived material, Appendix (G) required with the application

	☐
	Other





4. Funding Source
	☐
	Research supported by GJU grant

	☐
	Research supported by external fund

	☐
	No funding, please explain
	Click or tap here to enter text.





5. Research Participants
	Total Sample Size
	Enter Here	From GJU
	Enter Here	Other Sites
(if multi-site study)
	Enter Here
	Which of the following describe the participants (check all that apply)?
	☐  Healthy              
	 ☐     Patient          

	Please, justify inclusion
	Click or tap here to enter text.












6. Research Participants Recruitment
	Which of the statements describe your recruitment strategy (select all that apply):

	☐
	Participants will self-identify based on a response to an advertisement or flyer (advertisement or flyer material submission required with the application).

	☐
	Participants will be recruited based on information contained in protected records (medical records, cancer registry…etc.).

	☐
	Participants will be recruited from the PI or co-investigators subject pool

	☐
	Other, please explain  Click or tap here to enter text.




7. Participant Compensation
	Will participants be compensated for taking part in the study (e.g. gifts, payments, reimbursed, service without charge)? 

	☐
	No

	☐
	Yes, explain (a) type of compensation (b) maximum value the participant may receive during the study and (c) When and how compensation will be provided?

	
	Click or tap here to enter text.




8. Privacy and Confidentiality
	Are there adequate provisions to protect the privacy interests of participants? (Privacy is the control over the extent, timing, and circumstances of sharing oneself (physically, behaviourally, or intellectually) with others.)

	Click or tap here to enter text.

	Will you be accessing or extracting data using Personal Identifiers (e.g. Name, National ID, street address, phone numbers, email, date of birth, postal code or any other unique identifying number, characteristic or code)? Are there adequate provisions to maintain the confidentiality of data? (Confidentiality refers to how the participant’s identifiable data will be handled, managed, stored, and, if applicable, disseminated.)

	Click or tap here to enter text.

	please specify the following details regarding participants’ data:
1. The methods of storing the data.
2. Data retention period
3. The method of data disposal

	Click or tap here to enter text.











9. Study Sites
	Where will the study be carried out?

	Click or tap here to enter text.








GJU Facilities (Check all that apply)                                    
	10. Describe how the facilities are involved in the setting of the study:

	Click or tap here to enter text.

	11. Do you intend to ask for waiver of informed consent or documentation of informed consent? Waivers of informed consent are primarily requested for projects involving the secondary analysis of existing data.

	☐  No
	☐  Yes

	12. Did your research receive a formal scientific review/assessment?

	☐  No
	☐  Yes, please attach documentation of scientific assessment.
Note: Documentation is not required for industry-sponsored clinical trials.

	13. If your study is a clinical trial, is the trial registered with a clinical trial registry?

	☐  No
	☐  Yes, please explain 
	Click or tap here to enter text.












	16. Principal Investigator Certification

	As Principal Investigator of this study:
· I certify that the information provided in this application is accurate and complete. 
· I have the resources necessary to conduct the research in terms of time, facilities, staff, access to a subject population, and resources for care that subjects may need
· I will not initiate the research until I have received all appropriate approvals including that of the IRB.
· I will abide with all applicable laws, regulations and guidelines concerning the conduct of research with humans.
· I will comply with all IRB requests to report on the status of the study.
· I will seek prior written approval including that of the IRB for any substantive modifications in the protocol, including changes in procedures, investigators, sources of funding, etc.
· I will promptly report to the IRB any unexpected or otherwise significant adverse events or unanticipated problems or incidents that may occur in the course of this research.
· I will report in writing any significant new findings which develop during the course of this study which may affect the risks and benefits to participants.
· I will immediately report new information that affects the accuracy and completeness of the information provided
· If these conditions are not met, I understand that approval of this research could be suspended or terminated.

	Principal Investigator name and signature


	Date










Appendix (A) Required : Research Team [Use as many copies of this page as you need]

	Research Title
	Click or tap here to enter text.

	Include all personnel involved in the design, conduct or reporting of research including the Principal Investigator. This appendix should be completed at initial submission and updated whenever personnel are added to or removed from the list.

	Name
	Affiliation
	GJU ID
(if applicable)
	Role in Research
[Pick from drop down list]
	Contact with participants, or access private identifiable data?
	Involved in Consent Process?

	Enter Here	Enter Here	Enter Here	Enter Here	☐
	☐

	Enter Here	Enter Here	Enter Here	Enter Here	☐
	☐

	Enter Here	Enter Here	Enter Here	Enter Here	☐
	☐

	Enter Here	Enter Here	Enter Here	Enter Here	☐
	☐

	Enter Here	Enter Here	Enter Here	Enter Here	☐
	☐

	Enter Here	Enter Here	Enter Here	Enter Here	☐
	☐

	Enter Here	Enter Here	Enter Here	Enter Here	☐
	☐

	Enter Here	Enter Here	Enter Here	Enter Here	☐
	☐

	Enter Here	Enter Here	Enter Here	Enter Here	☐
	☐

	Name and signature 
	

	Date
	



Listed individuals must: 
1) Submit an up-to-date resume.
2) Complete research financial disclosure form, Appendix (B). 
3) Submit evidence of completing the mandatory training. 
4) Sign Commitment by Research Team, Appendix (C), not required for PI.
5) Individuals who will obtain the participant’s consent should be trained on consenting procedure.



Appendix (B) Required – Research Financial Disclosure Form [Use as many copies of this page as you need]

	Research Title
	Click or tap here to enter text.

	This form must be completed BEFORE filing the research application. It must be updated at the time of IRB continuing review or within 30 days of discovering or acquiring a new financial interest. 
Some questions refer to “Immediate family member”, which for the purposes of this disclosure, is defined as: your spouse, dependent children, stepchildren, siblings (including their spouse and children), or parents
A person has a financial interest if the person has, directly or indirectly, through business, investment, or family:
(a) An ownership or investment interest in any entity,
(b) A compensation arrangement with the corporation or with any entity or individual, or
(c) A potential ownership or investment interest in, or compensation arrangement with, any entity or individual
Examples
- A researcher participating in research on a technology, process or product owned by a business in which the researcher or family member holds a significant financial interest or a business interest.
- A researcher participating in research on a technology, process or product developed by that researcher or family member.
- A researcher or family member assuming an executive position in a business engaged in commercial or research activities related to the researcher’s University responsibilities.
- A researcher or family member serving on the Board of Directors of a business from which that member receives University supervised Sponsored Research Support.
- A researcher receiving consulting income from a business that funds his or her research.

	1. Do you or a member of your immediate family have a consulting or other financial relationship with the proposed sponsor/funding Institution?
	☐ No
	☐ Yes

	2. Do you or a member of your immediate family have a managerial role with the proposed sponsor/funding Institution?
	☐ No
	☐ Yes

	3. Do you or a member of your immediate family have direct ownership (e.g.  stock, stock options, real estate, investment, etc.) or other ownership or interests in the proposed sponsor/funding Institution?
	☐ No
	☐ Yes

	4. Does the sponsor hold patent rights or copyrights to an invention(s) created by you or a member of your immediate family?
	☐ No
	☐ Yes

	5. Will the proposed sponsor manufacture and/or commercialize any product involved in or that will predictably result from this research project?
	☐ No
	☐ Yes

	6. Is there any other potential conflict of interest that may exist on this project?
	☐ No
	☐ Yes

	If you have answered Yes to any of the above, please provide details

	Click or tap here to enter text.
	I hereby affirm that: 
- The contents of this statement are true and correct to the best of my knowledge, information, and belief.
- I have read GJU Conflict of Interest Policy and hereby give assurance that I will abide by its terms
- I will update this disclosure form when changes in my financial interests arise; and 
- I will comply with any conflict management plan required by the IRB.

	Name and signature 
	

	Date
	



Appendix (C) Required – Commitment by Research Team [Use as many copies of this page as you need]

	Research Title
	Click or tap here to enter text.

	This study is being undertaken by Name of PI. I, Name and Affiliation  , have been assigned with Study Role. I agree to:
1. Conduct this research project in accordance with the IRB approved protocol. 
2. Abide with all requirements concerning the conduct of research with humans and good research practices.
3. Promptly report to the Principal Investigator any unanticipated problems or incidents that may occur in the course of this research.
4. Maintain the security of confidential information and documentation that I may be provided with or have access to. I will:
a) Not discuss or share the information, in any form or format, with anyone other than the Principal Investigator.
b) Return all information, in any form or format, to the Principal Investigator when I have completed the assigned research tasks.
c) Erase or destroy non-returnable information regarding this research project, in any form or format, after consulting with the Principal Investigator.
By signing this document, I am indicating my understanding of and agreeing to abide with the aforementioned terms.

	Name and signature
	
	Date
	








Appendix (D) – Additional Study Sites [Use as many copies of this page as you need]

☐ Not applicable

Complete each site for which GJU investigator will conduct the research:
	Research Title
	Click or tap here to enter text.

	Name of Site
	Enter Here
	Contact Name
	Enter Here
	Phone
	Enter Here
	Email
	Enter Here
	Site IRB will review the Research?
	☐ No
	☐ Yes

	Will the Site rely on GJU IRB to review the Research?
	☐ No
	☐ Yes

	Site agreements in place?
	☐  Yes, copy of agreement is attached

	
	☐  No, please explain  
	Enter Here


	Name of Site
	Enter Here
	Contact Name
	Enter Here
	Phone
	Enter Here
	Email
	Enter Here
	Site IRB will review the Research?
	☐ No
	☐ Yes

	Will the Site rely on GJU IRB to review the Research?
	☐ No
	☐ Yes

	Site agreements in place?
	☐  Yes, copy of agreement is attached

	
	☐  No, please explain  
	Enter Here


	Name of Site
	Enter Here
	Contact Name
	Enter Here
	Phone 
	Enter Here
	Email
	Enter Here
	Site IRB will review the Research?
	☐ No
	☐ Yes

	Will the Site rely on GJU IRB to review the Research?
	☐ No
	☐ Yes

	Site agreements in place?
	☐  Yes, copy of agreement is attached

	
	☐  No, please explain  
	Enter Here
	Name and signature 
	

	Date
	





Appendix (E) - Access to existing data 	
 ☐ Not applicable
	Research Title
	Click or tap here to enter text.

	1. Duration of access and/or extraction from GJU Databases

	☐	For project term of    Enter Here   months. Start date: Enter Here   End date: Enter Here    

	☐	Ongoing basis, provide the reason for ongoing access or extraction
	Enter Here
	2. Data to be accessed from:

	Data extract

	☐	Clinical databases (University Clinic), specify which section
	Enter Here
	☐	Existing research databases, specify study
	Enter Here
	☐	Other
	Enter Here
	3. Number of case/records required (sample size)

	Enter Here
	4. Will you require data from another organization (Non-GJU) in order to meet the sample size?

	☐	Yes, a Data Sharing Agreement will be required with the other organization.

	☐	No

	5. Will you merge data from multiple databases? What identifiers will be used for linking? Are there plans to destroy the identifiers once a link is established? Please provide details

	Enter Here
	6. Where will the data be stored? Please check all that apply.

	☐	Local or personal drive
	☐	Departmental shared folder

	☐	Database, provide details:
Enter Here
	☐	Other, please specify:
Enter Here

	7. Provide the names of all research team members who will access the data:

	Enter Here
	NOTE: Access must be on the basis of ‘need to know’ and only the minimum amount of information should be collected for the specific research project. The IRB must approve all of the data fields that you will be collecting throughout the course of this project. Do not change the data collection during the study unless you have obtained IRB approval and amended your initial research application

	Name and signature 
	

	Date
	





Appendix (F) - Use of Drugs, Devices or Biologic Products in Research
☐ Not applicable
[Use as many copies of this page as you need]
	Research Title
	Click or tap here to enter text.

	List all Drugs/Biologic/Device products specified in the protocol, approved or unapproved. You will be required to provide an investigator brochure for each product and/or package insert for marketed products

	Generic Name, Trade Name, Description and Manufacturer
	Supplier
	IND/IDE No. (if applicable)
	Will be used for a JFDA approved indication
	Will be used as routine care
	Will be used as experimental

	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Enter Here	Enter Here	Enter Here	☐	☐	☐
	Name and signature 
	

	Date
	




Appendix (G) - Collection, analysis and storage of Bio-specimens/Archived Specimens
☐ Not applicable
[Use as many copies of this page as you need]
	Research Title
	Click or tap here to enter text.

	List all specimens specified in the protocol that will be collected and used specifically for the research

	Description of Specimens
	Total Amount/Volume per subject
	Source
	Storage for Future Research
	Samples will be Sent to a different institution*

	Enter Here	Enter Here	☐ Existing “Archived samples”
☐ Prospective collection from participant        
	☐	☐
	Enter Here	Enter Here	☐ Existing “Archived samples”
☐ Prospective collection from participant        
	☐	☐
	Enter Here	Enter Here	☐ Existing “Archived samples”
☐ Prospective collection from participant        
	☐	☐
	Enter Here	Enter Here	☐ Existing “Archived samples”
☐ Prospective collection from participant        
	☐	☐
	Enter Here	Enter Here	☐ Existing “Archived samples”
☐ Prospective collection from participant        
	☐	☐
	Enter Here	Enter Here	☐ Existing “Archived samples”
☐ Prospective collection from participant        
	☐	☐
	Enter Here	Enter Here	☐ Existing “Archived samples”
☐ Prospective collection from participant        
	☐	☐
	Enter Here	Enter Here	☐ Existing “Archived samples”
☐ Prospective collection from participant        
	☐	☐
	Name and signature 
	

	Date
	


*: Material Transfer Agreement or Clinical Trial Agreement will be required.

Appendix (H) – Research Project Budget 
☐ Not applicable

[Use as many copies of this page as you need]
	Research Title
	Click or tap here to enter text.

	Source of funding

	☐	GJU Grants Program (funds less than 5000 JOD)

	☐	GJU Program (funds exceed 5000 JOD)

	☐	Non-GJU grant/funding program, please specify
	Enter Here
	☐	Cost Sharing, please explain
	Enter Here
	Budget

	Item Description
	Classification
(Pick from drop down list)
	Justification
	Quantity
	Cost/item
(JOD)
	Total Cost
(JOD)

	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 
	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 
	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 
	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 
	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 
	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 
	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 
	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 
	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 
	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 
	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 
	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 	[      ] 
	
	Total Budget
	[      ] 
	Name and signature 
	

	Date
	





Appendix (I) – Request for Waiver of Informed 
☐ Not applicable

Consent/Documentation of Consent
	Research Title
	Click or tap here to enter text.

	Indicate the type of waiver you are applying to. (Note: Waivers are not allowed for drug or device trials.)

	☐	Waiver or alteration of the informed consent process, complete part A

	☐	Waiver of written documentation of Consent, complete part B

	Part A- Request for waiver or alteration of the informed consent process
This protocol is eligible for waiver or alteration of required elements of the informed consent process because the protocol meets ALL the following criteria (Provide protocol-specific supporting information for each criterion that justifies the findings for the following):

	1. The research presents no more than “minimal risk” of harm to subjects.

	Enter Here
	2. The waiver or alteration will not adversely affect the rights and welfare of the subjects.

	Enter Here
	3. The research could not practically be carried out without the waiver or alteration.

	Enter Here
	4. Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

	Enter Here
	5. Elements of informed consent for which a waiver or alteration is requested and the rationale for each

	Enter Here
	Part B - Request for waiver of written documentation of consent (not required when the consent process is waived.)
This protocol is eligible for a waiver of written documentation of informed consent because the protocol meets ONE of the following criteria (Provide protocol-specific supporting information for each criterion that justifies the findings for one of the following two options):

	Option 1 The only record linking the subject, and the research would be the consent document and the principal risk would be potential harm resulting from breach of confidentiality.

	Enter Here
	Option 2 The research presents no more than minimal risk of harm to subjects and the research involves no procedures for which written consent is normally required outside of the research context

	Enter Here
	Describe in the absence of documented consent, how will the subject be consented to participate in the research

	Enter Here
	Name and signature 
	

	Date
	



For IRB Section USE 

	Approved
	☐

	Denied
	☐

	Protocol Start date
	

	Protocol End date
	




	IRB Decision Number

	

	Signature of IRB Chairman

	 
	Signature
	 
	Date
	




	SRC Decision Number
	

	Dean of Scientific Research
	 
	Signature
	 
	Date
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	تاريخ الإصدار/ التحديث:  
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