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		☒ Thesis	



	Name and Surname of the Student and Supervisors/Advisors; Principal Investigator, Co-Investigators, and Collaborators

	






	عنوان به فارسی:

	




	Title (in English):

	






[bookmark: Text1]
	Place of Review

	☐ School of Medicine
☐ School of Public Health
☐  Shazand School of Nursing
☐ School of Nursing
☐ School of Allied Health Sciences
☐ School of Dentistry
☐ School of Rehabilitation Sciences
☐ Molecular Medicine Research Center
☐ Infectious Diseases Research Center
☐ Traditional and Complementary Medicine Research Center
☐ Environmental and Industrial Pollutants Research Center
☐ Hazrat Vali-Asr (AJ) Hospital Base
☐ Amiralmomenin (AS) Hospital Base
☐ Amir Kabir Hospital Base
☐ Ayatollah Khansari (RH) Hospital Node
☐ Student Research Committee
☐ Health Technology
☐ Women’s Health Node
☐ Education Research Committee
☐ HSR Council of the Deputy for Health
☐ HSR Council of Other Deputies (Research, Treatment, Food and Drug, etc.)
☐ Other (please specify): ................................................................................................................................




	Type of Study

	☐ Randomized Controlled Trial (RCT)
☐ Basic Science (Experimental) Studies
☐ Single-Group Pretest–Posttest (Before–After) Intervention
☐ Educational/Counseling Interventions
Other :……………………



	Commitments (Mandatory)

	☐  I hereby commit to providing the research outputs from this project in accordance with the regulations on research outputs of the Deputy for Research.




	Duration and Location of Implementation:

	Total Budget:



	Details of the Student, Supervisors/Advisors, Principal Investigator, Co-Investigators, and Collaborators

	Role in Thesis/Project
	Email Address
	Contact Number
	Field of Study
	Full Name

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



	Summary of Study Design and Implementation (200 words)

	













	Rationale for Conducting the Study (200 words)

	












	
	Practical Objectives (100 words)

	





	Statement of the Problem

	
































	Innovation

	








	Literature Review

	


































































	Theoretical Definitions of Key Terms

	







	Operational Definitions of Key Terms

	









	General Objective

	










	Specific Objectives

	




































	Research Questions / Hypotheses

	










































	Inclusion Criteria

	









	Exclusion Criteria

	











	Target Population

	




	Sample Size

	






	Proposed Intervention and Study Grouping
(Provide sufficient details for the intervention in each group, including drug dosages, duration and method of administration, country, manufacturer and province of the drug, and include references for the specified dosages.)

	










	Outcome(s) of Interest
(All outcomes to be measured in this study should be defined, including the method and timing of their assessment.)


	















	Randomization Method

	









	Study Implementation
(Include details on who will perform the randomization, who will recruit participants, and who will assign participants to the study groups.)


	














	Blinding
(If applicable, describe who will be blinded and how the blinding procedure will be implemented.)


	










	Data Analysis Methods

	












	Instruments, Methods, and Characteristics of Data Collection Forms
(For each variable separately, all questionnaires, checklists, and tools used should be described, including references.)


	








































	Principles of Data Confidentiality

	








	Ethical Considerations

	








	Informed Consent (if applicable)

	Introduction of the Study in Simple Language

	Potential Benefits

	Potential Risks and Harms

	Compensation for Damages

	Confidentiality
I guarantee that all information will remain confidential with the researcher.

	Responding to Questions
If you have any questions or problems, please contact the principal investigator at:
Phone Number of Principal Investigator: __________
Address: __________

	Right to Withdraw from the Study
My participation in this study is entirely voluntary, and I am free to decline participation or withdraw at any time without any change in the behavior of my physician/therapist or in my treatment.

	




	Potential Implementation Challenges

	













	References (according to Vancouver style)

	
























































	Variables Table

	Scale
	Type (Nominal, Ordinal, Quantitative)
	Role (Independent or Dependent)
	Variable Name

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



	Timeline Table

	Activity Title
	Duration of Implementation (Months)

	
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15
	16
	17
	18
	19
	20
	21
	22
	23
	24
	25
	26
	27
	28
	29
	30

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	






	Personnel Costs (for research projects only)

	

	Activity
	Names of Personnel
	Hours per Person
	Payment per Person
	Total (IRR)

	Proposal Writing
	
	
	
	

	Data Extraction and Collection
	
	
	
	

	Data Analysis
	
	
	
	

	Preparation of Final Report
	
	
	
	

	

	Costs of Tests and Specialized Services
	
	
	
	

	
	
	
	
	

	Type
	Service Provider/Center
	Total Number of Sessions
	Cost per Session
	Total (IRR)

	
	
	
	
	

	
	
	
	
	

	Total Cost of Tests and Specialized Services: __________





























	Ethical Codes for Human Participant Protection in Medical Research

	Ethical Codes for Human Participant Protection in Medical Research
Based on the study methodology, relevant ethical codes should be identified. If any of the codes are not followed in the study, the reasons should be stated in Section 2-10.

1. Obtaining informed consent is mandatory in all research involving human participants. For interventional studies, informed consent must be written.
2. The priority of societal benefits or scientific advancement cannot justify exposing participants to unreasonable harm or limiting their free will and autonomy.
3. Informed consent must be obtained free from any coercion, threat, inducement, or deception; otherwise, the consent is invalid and carries no legal effect, and the researcher is responsible for any resulting harm.
4. In cases where the researcher has a superior or influential position over the participant, the reason for selecting the participant must be approved by the Research Ethics Committee, and informed consent must be obtained by a third party.
5. In medical research, whether therapeutic or non-therapeutic, the researcher must explain to participants the study procedures, objectives, potential harms, benefits, nature, and duration of the study, answer their questions satisfactorily, and include these details in the consent form.
6. Necessary precautions must be taken before conducting the study, and any unusual harm must be compensated.
7. Reporting or publishing study results must respect the material and moral rights of participants, researchers, the research itself, and the associated institution.
8. The researcher must inform participants that they can withdraw from the study at any time. In case of withdrawal, the researcher must explain potential adverse consequences and provide support.
9. If providing certain information to participants may compromise study results, withholding such information must be approved by the Ethics Committee, and a plan must be in place to inform participants at an appropriate time.
10. The responsibility for conveying information to participants lies with the researcher; if another person provides it, the researcher is not liable.
11. Enrolling participants without providing study-related information is prohibited unless the participant voluntarily waives their right to information.
12. In clinical trials requiring two groups (control and intervention), participants must be informed that they may be randomly assigned to one of these groups.
13. In therapeutic studies, harm must be less than the benefits of the research.
14. In non-therapeutic studies, acceptable harm must not exceed the harm the participant experiences in daily life. Daily-life harm must be considered in calculations.
15. Practicality, simplicity, convenience, speed, cost-effectiveness, or similar reasons do not justify exposing participants to additional harm.
16. For studies with potential harm involving culturally, socially, or financially disadvantaged participants, their understanding of these harms must be confirmed by the Ethics Committee.
17. Researchers must treat participant information as “confidential” and not disclose it, ensuring conditions for non-disclosure, unless there are restrictions, in which case participants must be informed.
18. In studies where participants are unaware of the medication, researchers must arrange for necessary disclosure to participants or their treating physician if required.
19. Any physical injury or financial loss caused by the research must be compensated according to applicable laws.
20. Research methods must not conflict with participants’ or society’s religious and cultural norms.
21. Under equal conditions regarding participant type and research method, priority in participant selection (e.g., prisoners or specific groups vs. general population) is determined by the Ethics Committee.
22. Prisoners may participate in studies limited to prisoners if written informed consent is obtained.
23. Prisoners should not be preferentially recruited due to accessibility, nor should they be deprived of research benefits.
24. Participation of minors, intellectually disabled individuals, those with dementia, or psychiatric patients is allowed if written consent is obtained from a legal guardian and the necessity of the research is proven. If participants develop cognitive or psychiatric issues during the study, prior consent is invalid and must be re-obtained. Conversely, if minors or psychiatric patients gain capacity during the study, new written consent must be obtained from them.
25. Non-therapeutic research on fetuses is prohibited. Therapeutic research on fetuses is allowed if it benefits the fetus or mother without causing harm, with written informed consent from the mother and legal guardian.
26. Research on aborted fetuses is permissible under necessity and legal regulations.
.






	By reviewing the first part of this form and adhering to its provisions, I hereby confirm the accuracy of the information included in this draft and declare that this research is submitted solely as a research project at Arak University of Medical Sciences.

	Type of Project Contract Proposed by the Principal Investigator:
☐ I request the contract to be executed as a Trust (Amāni)
☐ I request the contract to be executed as a Peymāni (Service/Procurement-based)

In a Trust (Amāni) contract, consumable materials are provided by the university’s procurement office, whereas in a Peymāni contract, consumable materials are purchased by the principal investigator.


	Note: According to the resolution of the Research Council of the Deputy for Research and Technology (Session 614 dated 21 June 2017), the electronic signature of the principal investigator on the proposal is considered as review and confirmation of the accuracy of all information by all co-investigators and collaborators; therefore, additional signatures are not required. If the principal investigator is unable to continue cooperation or complete the research project for valid reasons, financial responsibility and adherence to the contract terms with the university will be transferred to a replacement investigator.

	
The accuracy of the contents of this proposal is confirmed.

Signature of Principal Investigator             
 Signature of Deputy for Research and Technology, University
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