	L. A. Orbeli Institute of Physiology NAS RA
IRB Application Template


	1. Project Information

	
	1.1. Study Title
1.2. 
	

	1.3. Principal Investigator (PI):
1.4. 
	

	Name:

	· 

	Title:

	· 

	Laboratory:

	

	Head of Laboratory:

	

	Contact Information: Email / Phone

	

	1.5. Co-Investigators/Research Team Members (several entries allowed): 
1.6. 
	

	Name, Title, Role 

	

	1.7. Funding Source:

	☐  Internal
☐  External (Grant No: ____________)


	1.8. Proposed Study Dates:

	Start: --/--/--
End: --/--/--





	2. STUDY SUMMARY

	Population (check all that apply):

☐ Males 
☐ Females 
☐ Children 
☐ Pregnant women 
☐ Adults unable to consent 
☐ Students 
☐ Employees of your institution

Type of study (check what applies):

☐ Data Collection through Interaction (survey / questionnaire, interview, focus group, behavioral non-manipulative observation) 
☐ Intervention Studies (biomedical or clinical intervention, behavioral intervention, randomized or quasi-experimental design)
☐ Use of Existing Data (secondary data analysis, record review)
	☐ Other/Mixed – specify 
	




Does your study include use of Human Biological Materials (HBM)?
☐ Yes – complete Section 12 below
☐ No

Participant risk classification:
☐ No risk 
☐ Minimal risk 
☐ Greater than minimal risk


Eligibility for Expedited / Exempt Status
If you believe your study qualifies, check the appropriate box and provide a justification (refer to IRB category definitions).
 
☐ Expedited — Justification: 
	





☐ Exempt — Justification:
	








	3. Study Purpose and Background (Lay summary in plain, accessible language)

	Briefly explain the overall research question, rationale, study objectives. Describe the importance of the proposed research, relevant background literature, and how study will contribute to existing knowledge or practice.

	












	4. Study Design and Methods

	Study design and rationale for that design (must relate to the research question provided above). 
· Type of study/Research Design: (e.g., experimental, survey, observational, qualitative)
· Study Setting: (e.g., research laboratory, online, clinic, university, community)
· Study Duration
· Statistical or analytical techniques to be used 
· Procedures: (step-by-step description of what participants will do)
· Questionnaire/Interview instrument (when applicable): if the study includes an instrument, a copy to be provided with this application. 
· Information on the frequency and duration of contacts between research team and participants 
· Methods for dealing with adverse events and reporting those to IRB
	






	5. Participants

	· Population to be Studied (Identify the population you intend to study):
· Inclusion Criteria and Exclusion Criteria:
· Estimated Number of Participants/Sample size (Provide justification for sample size if study involve more than minimal risk):
· Recruitment Methods: (Explain how participants will be identified – e.g. advertisement, flyers, email, social media, etc.)
· Are Vulnerable Populations Involved? (e.g., children, prisoners, cognitively impaired, economically disadvantaged)
	












	6. Risks and Benefits

	· Potential Risks/Discomforts to Participants: (Discuss any potential risks or discomforts participants may face - physical, psychological, social, legal, financial.)
· Risk Mitigation Strategies (Explain measures to minimize risks. Describe methods of reporting unexpected deviations from the study):
· Potential Benefits to Participants or Society (Describe how participants may benefit from participation as well as the significance and likelihood of benefits to society or scientific understanding. If there are not benefits from participation to participants, state so):
	










	7. Informed Consent

	· Consent Process: (Explain how, when, and by whom consent will be obtained)
· Consent Documentation: (Indicate whether consent will be written, verbal or online checkbox. Specify if legal authorization will be required)
· Language/Readability Level: (Ensure the consent process is clear and understandable for participants)
· Waiver request (if applicable: provide justification)
	







	8. Confidentiality and Data Management 

	· Data Collection Methods: (Provide detailed information about how data will be collected)
· Data Storage and Security: (e.g., encrypted files, locked cabinets, restricted access)
· Use of Identifiers: (Clarify whether identifying information will be collected and whether data will be coded, anonymized or pseudonymized)
· Data Sharing Plans: (Describe who will have access to data and whether data will be shared publicly)
· Data/Materials Disposal: (Describe the plan for disposal of data upon completion of the study)
Note: If Human Biological Materials are used, additional details required in Section 12.
	









	9. Compensation (if applicable)

	State whether participants will receive payment, reimbursement, or incentives. Specify the type (e.g. cash, gift cards, education course credit) and the amount. If none, explain that clearly.

	








	10. Data Analysis

	Describe the planned approach for analyzing the data, such as statistical tests or software tools to be used. Indicate how findings will be reported or disseminated (e.g., publications, presentations, reports).

	








	11. Additional Considerations

	Note any other relevant issues, such as: 
· Conflict of Interest Disclosures:
· Safety Monitoring (if applicable):
· Use of Audio/Video Recording:
· Plans for Withdrawal/Termination of Participants:
	








	12. HUMAN BIOLOGICAL MATERIALS (HBM) ADDENDUM (Complete only if section 2 indicates HBM are used)

	12.1. Type of Human Biological Materials (HBM)

☐  Blood 
☐  Tissue/organ 
☐  Saliva 
☐  Urine 
☐  Hair/nails 
	☐ Other/Mixed – specify 
	



		

12.2. Source of Specimens

☐  Collected specifically for this research study - (specimens obtained directly from participants for research (e.g., blood, saliva, tissue collected at a research visit)).
☐  Obtained during medical procedures – (specimens collected at the same time as a clinical procedure performed for medical care (e.g., extra tissue during a biopsy or surgery)).
☐  Residual (“leftover”) specimens – (specimens originally collected for diagnosis or treatment, including tissue or organs removed during surgery or biopsy that are no longer needed for clinical purposes and would otherwise be discarded).
☐  Research repositories – (specimens obtained from a biobank or other repository established for research use.)
☐  Pathology archives – (specimens stored in hospital or laboratory archives.)


12.3. Purpose of original collection

☐  Research only – (specimens collected solely for research (whether at a research visit or during a clinical procedure).
☐  Dual use (clinical + research) – (specimens collected for medical care with additional material taken for research at the same time).
☐  Diagnostic/treatment only – (specimens collected strictly for clinical purposes, with no research intent at the time of collection.)
Details 

	






12.4. Identifiability and Coding

Specify whether specimens are identifiable, coded, or fully anonymized, and explain how identifiers are safeguarded.

☐  Identifiable (linked to participant names/identifiers) - Describe handling of identifiers:
	






☐  Coded / linked-anonymized (linked via code but not directly identifiable)


Does Principal Investigator have access to the key? 
☐  Yes - describe key management:
☐  No
	





☐  De-identified irreversibly / non-linked anonymized - describe anonymization process: 

	







12.5. Consent for Use of Human Biological Materials

☐  Already obtained – describe scope
☐  New consent will be sought
☐  Waiver requested
☐  Institutional policy for residual materials (attach Residual Biological Materials Transfer Agreement)
      Details:

	








12.6. Storage & Security

Describe location, physical/digital safeguards, retention period, and disposal plan.

	







☐  I confirm that specimens will not be transferred outside the country.


12.7. HBM-Specific Risks & Confidentiality

☐  Breach of confidentiality 
☐  Re-identification 
☐  Unauthorized genetic testing 
	☐  Other
	


Safeguards to minimize risks:

	









12.8. Future Use and Sharing

☐  Only for this study
☐  Stored for future research – describe consent restrictions/confidentiality
☐  Sharing with other investigators/institutions – describe process and safeguards

	










12.9. Results and Return of Findings

Will participants receive individual results or incidental findings? 
☐  Yes – describe the process for returning clinically valid/actionable results
☐  No – provide justification
	






12.10. Role of the Specimen-Providing Institution

☐  Specimens only (no involvement)
☐  Active collaborator – specify (study design, analysis, authorship, etc.)

Details: 
	








PI Acknowledgment – Human Biological Materials
By completing this section, the PI acknowledges responsibility for:
· HBM management
· Compliance with institutional and national regulations
· Ethical use and oversight of specimens

	13. Attachments (as applicable) 

	· Recruitment materials (flyers, emails, social media posts)
· Consent/authorization forms
· Surveys/questionnaires/interview guides
· Data collection tools
· Letters of support or collaboration agreement 
· Residual biological materials transfer agreement (RBMTA), if applicable
· Other study instruments or supporting documentation

	14. Certification & PI Signature

	As Principal Investigator, I confirm that:
· All information provided in this application (including any addenda) is complete and accurate.
· The research will be conducted in compliance with institutional, national, and international ethical guidelines.
· I accept responsibility for the conduct of this study, including the protection of participants and management of data/specimens.

	
PI Name
	

	

Signature
	

	

Date:
	--/--/----














