

	
	
		
	 
	

	
	
	

	
	



	

	
	
	









	Institutional Review Board (IRB) Protocol Template

	
A. INSTRUCTION
	1. For a better communication and future referencing, please provide Protocol Version and Date
2. Complete all sections of this template. If any section is not applicable, simply indicate “N/A”
3. Type your text in the Text Form Field shown as Click or tap here to enter text.
4. For Yes and No questions, please double click on |_|  and mark Checked.
5. Please submit the following documents if applicable: ) Please review Articles   (10.15) and  (10.16) of the Implementing Regulations of the Law of Ethics of Research on Living Creatures ).
a. Human subject research initial review template, signed by the Principal Investigator.
b. Updated CV of ALL INVESTIGATORS.
c. NCBE Certificate for ALL INVESTIGATORS  (for all types of researches).
d. Good Clinical Practice (GCP) certificates of ALL INVESTIGATORS (for clinical researches).
e. Other certificates of training in research or ethics (if available).
f. Data collection sheet, Survey, Questionnaire.
g. Informed Consent Form, in both Arabic and English (if waiver is not requested).
h. Clinical Trial Agreement (CTA).

	B. BASIC INFORMATION

	Protocol Version
(E.g.: 1.0, 1.1)
	Click or tap here to enter text.

	
	Protocol Date
	Click or tap here to enter text.

	
	Protocol Title
	Click or tap here to enter text.

	
	Principal Investigator (PI:
	Name:     	Phone No:      
Mobile No:                                    Affiliation & Address:       
Title/Position:                             E-mail:                                 Signature:         

	
	Name of co- Investigators: (instructions: there is no limit to the number of co-investigators and their expertise should cover the different research areas. )
		Co-Investigators
	Title/Position
	Department
	Signature

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     




	
	IRB Review History
	1. Has this research been reviewed by another IRB?
|_| Yes    
|_| No
If Yes, please indicate date of review:  Click or tap here to enter text.
IRB study number: Click or tap here to enter text.

	
	
	2. Has this research been reviewed by external IRB?
|_| Yes 
|_| No  
If Yes, please submit a copy of the decision letter.

	
	Type of research (please select all that apply)
	|_| Retrospective           |_| Prospective 
|_| Clinical research       |_| Clinical trial 
|_| AI will be used          |_| Basic 

 (Clinical Research: Any research related to collecting and analyzing data for volunteers
or patients for the purpose of obtaining general knowledge that can be applied to other
individuals with regard to mechanism of disease, its incidence, prevalence, transmission
or treatment of a disease.
Clinical Trial: Experiments conducted on human volunteers to examine safety and
effectiveness of a medication or medical device.)
|_| Single-center study, Department: Click or tap here to enter text.
|_| Multi-center study, please fill in Appendix A in the Human participant Research Initial Review Template

	
	1. Research Objectives:
	1.1 Aim of the study 
Click or tap here to enter text.

	C. PROTOCOL
	
	

	
	
	1.2 Specific Objectives 
Click or tap here to enter text.

	
	
	1.3 Secondary Objectives 
Click or tap here to enter text.

	
	2. Introduction:

	2.1 Briefly describe the background to the current proposal based on (Article (10.15) from the implementing regulations of the law of ethics of research on living creatures)
Click or tap here to enter text.

	
	
	2.2 literatures reviews
Click or tap here to enter text.

	
	
	2.3 Study design 
Click or tap here to enter text.

	
	
	2.4 References
Click or tap here to enter text.
When Citing an AI-Generated Content in the proposal, The citation must include: AI Program, Version, Directives or prompts used, and Date of access  

	
	3. Target subjects:

	3.1 What is the expected number of participants / and or samples to be enrolled? (please indicate a number)
Click or tap here to enter text.

	
	
	3.2 Mention the sampling technique that will be used and method of randomization
Click or tap here to enter text.

	
	
	3.3 Inclusion criteria
Click or tap here to enter text.

	
	
	3.4 Exclusion criteria
Click or tap here to enter text.

	
	
	3.5 Are you planning to recruit vulnerable participants?
|_| Yes          |_| No
If yes, what vulnerable group?
|_| Children	|_| People with disabilities |_| Pregnant women         |_| Fetuses

	
	4. Methodology:
	4.1 Describe in details the design and procedures to be used to conduct the research
Click or tap here to enter text.

	
	
	4.2 Describe in details how potential participants will be recruited and methods of advertising if any (referred from physicians, attending certain clinic, from hospital records, database, registry). Please submit a copy of any Banners/posters/ Questionnaires that will be used
Click or tap here to enter text.

	
	
	4.3 Does the research involve a drug or device?
|_| Yes           |_| No   
If yes, is the drug/ Device new or approved by SFDA?
|_| New    |_|Approved by SFDA       
If the drug/ Device is approved by SFDA what is the added value for doing this research project?
Click or tap here to enter text.
Describe the plans to store, handle, and administer the drug/device
Click or tap here to enter text.
(Please submit the Investigational Brochure (IB) and communications from the country where the project is originated)

	
	
	4.4 Does the research involve using a genetic material?
|_| Yes           |_| No   
If yes, it should follow Article 37.1 from the implementing regulations of the law of ethics of research on living creatures.

	
	
	4.5 Does the research involve the use of body fluids or tissue?
|_| Yes    |_| No 
If yes, please complete the following:
a- what is the type of the samples?
|_| Leftover     |_| Archived |_| New
b- Please state the body fluid/tissue, amount and frequency
Click or tap here to enter text.
c-  How are the biological samples identified? 
|_| No Identifier
|_| Biological samples coded and the code maintained with _________.
 Click or tap here to enter text. 
d- will the samples be sent abroad?
|_| Yes    |_| No
e- What tests will be performed on the biological samples? 
Click or tap here to enter text.
f-  Who will have access to the biological samples?
Click or tap here to enter text.
g- What will happen to the biological samples after the research is completed?
 (|_|used for other research, |_|stored, |_|destroyed)
Click or tap here to enter text.
h- Will the results from the tests be communicated to the subjects?
|_| Yes    |_| No
if yes, please describe how it will be shared:
i-  Does the research plan include sending biological samples to laboratories outside the Kingdom? (Please review Article (6.4) of the regulations)
|_| Yes    |_| No
if yes, please describe how it will be shared:
Click or tap here to enter text. 

	
	
	4.6 Describe your data statistical analysis
Click or tap here to enter text.

	
	
	4.7 What are the anticipated risks to human participants in this research? 
[bookmark: _heading=h.gjdgxs](Risks include discomfort, harm or hazards. Risks may be physical, psychological, social, legal, or economic) (use the definition of minimum risk as a reference: a research carries minimum risk when the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examination or tests)
Click or tap here to enter text.

	
	
	4.8 Describe in details how risks to participants is minimized during the research period, if applicable.
Click or tap here to enter text.

	
	
	4.9 What are the anticipated benefits to human participants participating in this research? (Please indicate if there is no direct benefits)
Click or tap here to enter text.

	
	5. Ethical considerations
5.1 
Privacy and Confidentiality
	5.1.1 What personal information will be collected? Please submit a copy of the data collection sheet with justification for the necessity of such information
Click or tap here to enter text.

	
	
	5.1.2 How and from whom will the information be collected? (Subjects themselves, health records, database)
Click or tap here to enter text.

	
	
	5.1.3 Where and how will participants’ personal information be stored?
Click or tap here to enter text.

	
	
	5.1.4 Who will have access to this information?
Click or tap here to enter text.

	
	
	5.1.5 Describe the administrative, physical, and technical measures to be taken to safeguard participants’ personal information (privacy/confidentiality policies, encryption, password protection)
Click or tap here to enter text.

	
	
	5.1.6 What will happen to the data after research completion? (Used for another research, stored for how long, destroyed)
Click or tap here to enter text.

	
	5.2 Financial and conflict of interest
	.2.1 Is funding required? 
|_| Yes       |_| No   
if yes, please indicate funding methods 
Click or tap here to enter text.
Is there compensation for participants?
|_| Yes       |_| No   
Click or tap here to enter text.


	
	
	5.2.2 Are there any conflicts of interest?
|_| Yes       |_| No   
if yes, please specify 
Click or tap here to enter text.

	
	
5.3 Risks and Benefits

	5.3.1 Do benefits outweigh risks?
|_| Yes      |_|  No
5.3.2 Identify risk mitigation measures:
Click or tap here to enter text.

	
	5.4 Informed Consent

	5.4.1 Are you going to follow the Research Informed Consent form with regards to:
a- Process of documenting the informed consent
b- Issuing three (3) copies of the informed consent; one for the PI, one for the subject, and one for the IRB
c- who will obtain the consent?
Click or tap here to enter text.
*Attach a copy of the proposed consent 
|_| Yes       |_| No 
If No, please justify Click or tap here to enter text.

	
	
	5.4.2 do you need a waiver of consent documentation? 
|_| Yes      |_| No 
  If waiver of consent is requested, please indicate if your research meets the following criteria:(privacy/confidentiality policies and training, locked cabinet and offices, encryption, password protection)
a- The research involves less than minimal risk to the subjects (please refer to the definition in 4.7)
|_| Yes      |_| No 
b- The waiver or alteration will not adversely affect the rights and welfare of the subjects
|_|  Yes     |_| No 
c-  The research could not practicably be carried out without the waiver or alteration
|_| Yes      |_| No 
d- Whenever appropriate, the subjects will be provided with additional pertinent information after participation
   |_| Yes      |_|  No 

	
	6. Others: 
	6.1 What are the estimated start and end dates of the research? (Estimated dates are after your IRB approval –assuming IRB process would take 15 days after full-submission)
 Start Date: Click or tap here to enter text.  End Date: Click or tap here to enter text.  

	
	
	6.2 Indicate the recruitment period and the duration of participants involvement in the research (In case of retrospective research, indicate period for data collection from System/ Files).
Click or tap here to enter text.

	
	
	6.3 Are there any circumstances under which you may withdraw participants from the research?
|_| Yes       |_| No 
If Yes, please describe these circumstances, the procedure to be followed upon withdrawal, and what will happen to the collected data Click or tap here to enter text.

	
	
	6.4 Will the results of the research be shared with the participants?
|_| Yes        |_| No 
If Yes, please describe how it will be shared Click or tap here to enter text.

	
	
	6.5 In the event of research related injury, is there any compensation for the injured subjects? (No if minimal risk)
|_| Yes        |_| No 
If Yes, please describe compensation process, provide a copy of the contract of compensating research related injury (if any) Click or tap here to enter text.

	
	
	6.6 As per the NCBE regulations; participants ARE NOT going to bear any financial burden due to participation. Does this research follow this particular rule?
|_| Yes        |_| No 
If No, please elaborate Click or tap here to enter text.

	
	
	6.7 Will participants receive financial payment for compensation or incentive for participation?
|_| Yes         |_| No 
If Yes, please elaborate, amount Click or tap here to enter text.

	
	
	Kindly Send the format in PDF, 
you can:
1- Click save as: PDF file.
2- Convert it from word document to PDF document online.
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