[bookmark: _Hlk217391079]AF 03-02 Submission Form for the Human Research Ethics Committee Review (English version)

Instructions: 
-   	Submission for consideration and certification of human research ethics from the Human Research Ethics Committee must be completed before commencing the research.
-   	Researchers are required to remove all red-colored text, as it serves only as guidance for filling in the information. 
-   	Page numbers must be included on every page of the form.
-   	Research tools such as questionnaires, assessment forms, and tests should have their quality validation, e.g., the Index of Item Objective Congruence (IOC), evaluated by experts relevant to the field. 
· Protocol Amendments: Any modifications to the approved documents must be submitted to the committee for review and approval before implementing the changes.



Part 1 – Research title: 
1. Title of Protocol (Thai): ………………………………………………………..............................…………………
	Title of Protocol (English): ………………………………………………………..............................…………………

2. Research methodology review by affiliated faculty or funding source
· Approved by an internal funding source of Silpakorn University 
· Approved by an external funding source of Silpakorn University 
· Approved by the thesis proposal examination committee, Faculty of ….........… 
on Date ………… Month ………………… Year …………
· Approved by the thesis advisor 
on Date ………… Month ………………… Year …………
· Approved by the research proposal advisor 
on Date ………… Month ………………… Year …………
· Other (please specify) ………...........................

3. Funding Source and Budget
	Funding Source
	Funding Application Status

	· Research grant from Silpakorn University
(specify:............................................................)
	· Not yet submitted

	· Research grant from private sector 
(specify:............................................................)
	· Submitted, under consideration

	· Research grant from government agency
(specify:............................................................)
	· Approved 
*please attach proof of grant approval

	· Personal funding
	



4. Investigators (please specify individually) 
4.1 	Name of Principal Investigator: .................................................................................. 
	Status of Principal Investigator:
· Internal Person - Faculty/Department/Division........................................................
· [bookmark: _Hlk187071327]Student - Faculty/Department/Division ......................................................................
· Undergraduate Level 
· Graduate Level - Master's Degree 
· Graduate Level - Doctoral Degree 
· External Person - Affiliation/Organization:......................................................................
	Phone Number: ………………………………… Email: ………………………………………………………
Workplace/Contact Address: ……………………………………………………………………………....
Training attended by the researcher (please attach certified copies of training certificates, signed and dated)
	 	 Human Research Ethics     	 GCP (Good Clinical Practice)   
		Course/Training Title:........................... Year of attendance:....
4.2 Name of Co-Investigator/Advisor: ……………………………………………………………………
· Internal Person - Faculty/Department/Division :...............................................
· Student Faculty/Department/Division :...............................................................
· External Person - Affiliation/Organization:..........................................................
Phone Number:…………………...……. Email ………………………………………………………….....
Workplace/Contact Address: ..................................................................................................
Training attended by the researcher (please attach certified copies of training certificates, signed and dated)
 Human Research Ethics    	 GCP (Good Clinical Practice)   
	    Course/Training Title:........................... Year of attendance:....

5. Reason and necessity for requesting certification from the Human Research Ethics Committee
  This research project involves direct or indirect intervention or interaction affecting the physical and/or psychological aspects of human participants. 
 	(Please specify reason): ………………………………………………………………………........................................................................
 	This research project does not involve direct or indirect intervention or interaction affecting the physical and/or psychological aspects of human participants. 
 	(Please specify reason):
………………………………………………………………………........................................................................

Part 2 – Research Detail  

6. Rationale and Background
………………………………………………………………………………………………………………………………………….......................………………………………………………………………………………………………………………………………………….................

7. Review of Related Literature
………………………………………………………………………………………………………………………………………….......................…………………………………………………………………………………………………………………………………………...............

8. Research Objectives 
………………………………………………………………………………………………………………………………………….......................………………………………………………………………………………………………………………………………………….................

9. Scope of Human Research proposal 
	 9.1 Drug Research:
(1) Drug Trial Phase:  Phase 1      Phase 2      Phase 3      Phase 4
(2) Name of drug under investigation: ............................................................................
(3) Registration Status with the Food and Drug Administration (FDA), Ministry of Public Health:
 Already registered (please attach proof of drug registration or package insert)
 Not yet approved by the FDA
 	This drug has not yet been approved by the FDA for the treatment or prevention of the disease or condition to be studied in humans (please specify the generic name, trade name, manufacturer, and country of manufacturer):
...............................................................................................................................
  Has this drug been previously used in human trials? If yes, specify the number of studies and their resources (please attach relevant research reports, textbooks, or related literatures) ...............................................................................................................................
 9.2 Medical Device Research:
(1) Specify the device: ......................................................................................................
 Used internally - specify method of use: .......................................................
 Used externally - specify method of use: ......................................................
(2) Registration Status with the Food and Drug Administration (FDA), Ministry of Public Health:
 Already registered (please attach proof of drug registration or package insert )
 Not yet registered   
 9.3 Vaccine Research:
(1) Vaccine Trial Phase:  Phase 1    Phase 2    Phase 3   
(2) Name of vaccine under investigation: .......................................................................
(3) Registration Status with the Food and Drug Administration, Ministry of Public Health:
 Already registered (please attach proof of drug registration or package insert )
 Not yet registered

	 9.4 Social Science Research:
 Qualitative - please specify the study method: ...........................................
 Quantitative - please specify the study method: .........................................
 Mixed Methods - please specify the study method: ...................................
 Other - please specify the study method: .....................................................
	 9.5 Epidemiological Research: specify.......................................................................................
	 9.6 Other: specify .............. (e.g., research using various specimens, data collection methods, examinations and treatments involving humans)

10. Keywords
..............................................................................................................................................................................
..............................................................................................................................................................................

11. Expected or Anticipated Benefit Gain
11.1 Benefits to research participants/volunteers: …….…………..…………………………..................…
	11.2 Benefits to the profession as a whole: ……………….……………………………………………………….
	11.3 Benefits to society: ……………………………………….…….……………….…………………………….............
	11.4 Other: ……………………………………….………………………….…………………………………………..................

12. Study Period (from commencement to completion) 
12.1 Total project duration: ……… year(s) ……… month(s) 
12.2 Data collection period from research participants: ……… year(s) ……… month(s)
In the work schedule table, please highlight, underline, or bold the activities that involve data collection from or engagement with human subjects.
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* Human-related experiments must commence after the project has received ethics approval.

13. Venue of the Study
 Single center - specify: ..............................................................................................................
 Multiple centers 	
❏ Within Thailand only - specify:...........................................................................................
❏ In collaboration with overseas - specify:...........................................................................

14. Research Methodology 
14.1 Research Design - specify as: 
· Quantitative Research - Methodology:..........................................................................
· Qualitative Research - Methodology:.............................................................................
· Mixed Methods - Methodology:......................................................................................
· Other - specify:....................................................................................................................
14.2 Research Protocol (provide a concise summary) 
· Describe in detail the research procedures performed on the participants. If the steps are complex, a flow chart, table, or diagram should be provided for clarity.
· For drug research, specify the frequency, dosage, and dosing intervals (including  drugs registration status, chemical name, manufacturer, and distributor).  
· If blood is drawn, specify the frequency, volume, and intervals for each blood draw.
· Specify the instruments used to measure variables (e.g., type of laboratory instruments, validation tests used) 
· For clinical outcome studies or clinical trial/clinical intervention research, specify the key elements of the research process in accordance with Good Clinical Practice (GCP) guidelines as referenced below:  
1. ICH Good Clinical Practice Guideline, Food and Drug Administration, July 2000
2. ICH Harmonized Guideline Good Clinical Practice (GCP), E6(R3) Draft Version Endorsed on 19 May 2023

14.3 Safety data of active ingredients/active substances, excipients, chemicals, food, instruments/diagnostic devices, and other items to be administered or used on volunteers in the research process (if applicable)
14.3. Active ingredient / active substance / excipient / chemical / food 
	Substance
	Route of Administration (oral/inhalation
/injection)
	Dose per administration 
	Permitted or previously studied dose 
	Side effects or toxicity at permitted or studied dose 

	
	
	
	
	

	
	
	
	
	



Remarks:
1. Provide information of all substances contained in the product to be administered to participants. 
2. The dosage administered to participants must be precisely specified. If the exact dose is not yet determined pending research results, specify as a range. If the type or amount subsequently deviates from what was approved, an amendment to the ethics-approved research protocol must be submitted, and research may only resume after receiving the Committee's approval of the amendment.
3. Provide reference documents. 

14.3.2 Instruments/Diagnostic Devices (including name, brand, model, safety data, registration status (for medical devices), etc. - may be presented in table format):............
14.3.3 Other:  ...................................... 

15 Research Participants
      15.1 Target Population 
		What group constitutes the population, and how many people? 
15.2 Criteria for Selecting Research Participants 
· Inclusion Criteria: ...............
· Exclusion Criteria (if any): ..................
· Criteria for Subject Withdrawal: ..................
(e.g., volunteer chooses to withdraw; volunteer does not meet inclusion/exclusion criteria; volunteer is unable to comply with multiple project requirements)
· Termination Criteria (if any): ................
(e.g., occurrence of adverse effects more severe than anticipated)


15.3 Sample Group (specify number) and Sample Size Calculation
		Provide the sample size calculation method along with values substituted into the sample size formula, and the sampling method. 
15.4 Type of Research Participants
 Healthy population
 Vulnerable groups  
(e.g., fetuses/embryos, infants, children (under 18 years of age), pregnant women, suspects or prisoners, migrant workers, patients with serious infectious diseases or chronic illnesses, individuals unable to make decisions independently, persons with disabilities) Specify:  .....................................................................................................
 Other - specify: ..................................................
15.5 Method of Accessing the Target Population to Recruit Participants 
(Please specify the access and recruitment methods, covering contact, publicity, and in-person visits. If there is more than one target population, please specify methods for all participant groups across all phases of the research, e.g., public relations, requesting institutional cooperation, direct personal contact, social media, use of various other media (if applicable). *Please attach a recruitment announcement/invitation. The recruitment announcement must receive an official stamped certified from the Committee prior to public posting or dissemination)
................................................................................................................................................................
15.6 In cases where compensation, reimbursement for time, travel expenses, rewards, or souvenirs are provided to research participants: 
Please specify the value and details clearly, and ensure this information is also included in the participant information sheet.
 None 
 Yes
· Reimbursement for time (please specify amount): ........................................
· Travel expenses (please specify amount): .....................................................
· Souvenir (please specify type, value, and quantity): ..................................
· Method of provision ........................... and timing of provision .........................

16. Informed Consent Process 
(Please note the following ethics guidelines:
* The consent process must align with the chosen data collection methods, the sensitivity of the research topics, and the vulnerability of the participants 
* Researchers who are primary healthcare providers or treating clinicians for the participants must not recruit them directly, as this may exert undue influence. In such instances, the person obtaining consent must not have direct authority or influence over the participants.
* Researchers who are instructors conducting research on their own students must not personally obtain consent, as students may feel obligated to comply with their instructors.)

16.1 Consent Process
 By written signature  
    (Attach the participant information sheet and informed consent form for the Committee's consideration)
 Verbally (Attach only the participant information sheet for the Committee's consideration) - Please specify the reason as follows: 
1) The research poses no greater risk to the participants than those encountered in daily activities, because ………………………………………………………… and does not involve any procedures requiring written consent (e.g., procedures related to diagnosis and treatment, etc.).  
2) The written signature on the consent form would be the only identifying link between the participant and the research, and the principal risk would be a breach of confidentiality, because ………………………………………………
 By action - e.g., self-completion and return of a questionnaire, whether in paper and/or online format, without the ability to identify the respondent. (If the participants returns the questionnaire or clicks to submit an online questionnaire, this implies consent by action. Researchers need only prepare the Information Sheet; an informed consent form is not required.)
 Request for Waiver of Informed Consent 
Please justify based on all 4 criteria as follows: 
1. The research poses no greater risk to participants than the risks they would encounter in their daily activities, because..................................
1. The waiver of consent will not adversely affect the rights and welfare of the participants, because ...............................................
1. The research could not be conducted without waiving consent from participants, because....
1. Whether participants will be provided with additional pertinent information after participation, and in what manner ?.........
16.2 Person responsible for providing the explanation and obtaining consent: .............................
16.3 Time and location for explanation and consent process:.........................
	Specify a time and place that ensures participants convenience and privacy

17. Data Collection Methods and Research tools 
Please specify in the relevant items and attach all research tools for the Committee's consideration.
	Remark:
If the research is designed to be conducted sequentially (e.g., conducting qualitative research in Phase 1 and utilizing those findings to develop quantitative instruments for Phase 2), the researcher must submit a Protocol Amendment Application upon the completion of Phase 1. The corresponding research instruments or relevant documents must be reviewed and approved by the Committee before commencing Phase 2.




A. Data Collection Methods for Quantitative Research 
			 1) Using a questionnaire (volunteers fill out the questionnaire) 
		 Paper questionnaire - please specify how to return the questionnaire ( check the boxes where applicable)
 Volunteer returns the questionnaire directly to the researcher/research assistant
		 Volunteer returns the questionnaire to a person designated by the researcher 
· Who is the assigned person: ..................................................................
· How is the assigned person related to this research proposal: .............................................
		 Volunteers drop into a sealed box provided by the researcher
		 Volunteers mail the questionnaire back to the researcher/research assistant (A stamped, addressed envelopes is provided to the volunteers)
		 Other (please specify): ......................................................................	
			 Online questionnaire (please specify a platform, e.g., Google Form): ........................
		 Volunteer uses a personal device to fill out an online questionnaire
		 The researcher provides a device for the volunteers to complete an online questionnaire

 2) Interview ( A researcher/research assistant completes a questionnaire/interview form) 
			 Onsite (please specify research area): ......................................................	
		 Online (please specify platform, e.g., telephone, Google Meet, Zoom): ........
		 3) Using other research tools (please specify):  .................................................
		 Onsite (please specify research area): ..............................................................	
		 Online (please specify platform, e.g., telephone, Google Meet, Zoom): ........
 		 4) Research tools (questionnaires/interview forms/others) were assessed and approved by experts/specialists
		 Yes
		 No

B. Data Collection Techniques for Qualitative Research      
 1) Interview/In-Depth Interviews - Individual 
		 Semi-structured interview guidelines (specify ………… or attach as a separate document)
[bookmark: _Hlk146795630] Onsite (please specify research area): ......................................................	
 Online (please specify platform, e.g., telephone, Google Meet, Zoom): ............
		 2) Group Interviews
		 Semi-structured interview guidelines (specify ………… or attach as a separate document)
 Onsite (please specify research area): ......................................................	
 Online (please specify platform, e.g., telephone, Google Meet, Zoom): ............
		 3) Focus Group Discussion 
[bookmark: _Hlk143295781]		   Focus group discussion guidelines (specify ………… or attach as a separate document)
 Onsite (please specify research area): ......................................................	
 Online (please specify platform, e.g., telephone, Google Meet, Zoom): ............
		 4) Observations
 4.1 Participatant Observations
	 Onsite (please specify research area): ................................................	
		 Online (please specify platform, e.g., telephone, Google Meet, Zoom):......................................................
 4.2 Non-Participant Observations
		 Onsite (please specify research area): .............................................. 	
		 Online (please specify platform, e.g., telephone, Google Meet, Zoom):.................................................
		 4.3 Other ..... (please specify research tools, e.g., behavioral measurement/assessment forms) 
		 Onsite (please specify research area): ....................................................
		 Online (please specify platform, e.g., telephone, Google Meet, Zoom): ..............................................
		 5) Other techniques .... e.g., lessons learned documentation, public forums (please specify data collection method, research tools, and research area or platform): ............................................................................................................................................................................

C. Other Data Collection Techniques (e.g., teaching demonstration, activities, practice, simulation, role-play, theatrical performance, musical performance, study from still/motion images, food/beverage tasting, etc. - please specify data collection method, research tools, and research area or platform): ……………………..

18. Data Analysis           
For example, data analysis and presentation may be divided into 2 parts according to data type:
- Quantitative data: e.g., …………………… presented by ………………… statistical relationship tested using …………………………… with statistical significance set at (P-Value < 0.05)
-Qualitative data: e.g., ………… presented using percentages, and statistical relationship tested using …………………………………

19. Research proposal Characteristics Checklist 
Instruction: Please select the characteristics of your research proposal that correspond to the research process described. This checklist is for the researcher's preliminary self-assessment only. 
Research proposals Eligible for Exemption Review 
	No.
	Research proposal to be Conducted
	Yes
	No

	1
	Research conducted in established or recognized educational institutions involving standard practices, including:
1.1 Educational research related to normal instructional and learning processes
1.2 Research on regular and special education instructional strategies, or the evaluation of the effectiveness of or comparison of instructional techniques, curricula, classroom management, and educational quality assurance.
1.3 Research on new educational strategies in accordance with institutional policies with all of the following characteristics (1.1–1.3):
· Does not adversely affect students’ opportunities to learn under the curriculum (example of research that may cause such loss: studies dividing learners into groups where an experimental method is used for one group while standard methods are used for another)
· Data collection is conducted in an anonymous manner where cannot be linked directly or through identifiers to the participants (including audio and visual recordings)
· Informed consent is obtained from the participants
	☐
	☐

	2
	Research involving educational test (cognitive, problem analysis, attitudes, educational achievement), surveys of opinions, interviews, or observation of public behavior, with the following characteristics:
· Data collection is conducted in an anonymous manner where cannot be linked directly or through identifiers to the participants (including audio and visual recordings)
· Does not reasonably place research participants or any person at risk of criminal or civil prosecution, financial impact, loss of educational opportunities, employment, reputation, or social acceptance, etc.
· Participants are not children, except in cases of educational testing research or public behavioral observation where no data are collected by any method other than observation of the participant's normal behavior alone (the investigator is not involved in the observed activities) 
· Informed consent is obtained from participants 
	☐
	☐

	3
	Research involving benign behavior intervention of short duration, non-dangerous, non-painful, non-invasive, not likely to be offensive or embarrassing with low likelihood of long-term effects, combined with data collection through verbal responses, written answers (including data entry), or audio/visual recording from adult participants, with the following characteristics:	
· Data collection is conducted in an anonymous manner where cannot be linked directly or through identifiers to the participants (including audio and visual recordings)
· Does not reasonably place research participants or any person at risk of criminal or civil prosecution, financial impact, loss of educational opportunities, employment, reputation, or social acceptance, etc.
· Informed consent is obtained from participants
	☐
	☐

	4
	Research conducted by studying, testing, or evaluating an organization in terms of its operational systems, service provision, quality, management, or auditing, which must receive organizational approval for the purpose of improving systems, policies, strategies, or quality of operations within that organization, with the following characteristics:
· Data collection is conducted in an anonymous manner where cannot be linked directly or through identifiers to the participants (including audio and visual recordings)
· Informed consent is obtained from participants
	☐
	☐

	5
	Research involving assessment of consumer satisfaction and the quality levels of taste and consumer acceptance of food, provided that the food does not contain any substances beyond naturally and nutrients at safe levels, or agricultural/environmental chemicals below hazardous thresholds as defined by the Thai FDA criteria, with the following characteristics:
· Data collection is conducted in an anonymous manner where cannot be linked directly or through identifiers to the participants (including audio and visual recordings)
· Informed consent is obtained from participants
	☐
	☐

	6
	Secondary research involving the use of identifiable datasets or identifiable biospecimens, which does not require informed consent, with the following characteristics:
· Data that are publicly disclosed, OR
· Data that are stored and coded such that the general public cannot identify the owner of the samples, and the investigators will neither contact nor attempt to re-identify the individuals 
	☐
	☐

	7
	Research projects with the following characteristics, with data collection that cannot be linked to the data owner:
· Research using isolated microorganisms from specimens, cultured in a laboratory 
· Research using human cell cultures derived from human tissue that have been established as cell lines 
· Research on skeletal remains, extracted teeth, and cadavers used for anatomical study (requires permission from next       of kin)
	☐
	☐

	8
	Research on contaminants, chemicals, pathogens, and biological agents not conducted directly on human subjects, e.g., testing for contaminant levels in soil or water, pathogen testing in food products, with the following characteristics:
· Data collection is conducted in an anonymous manner where cannot be linked directly or through identifiers to the participants (including audio and visual recordings)
· Does not reasonably place research participants or any person at risk of criminal or civil prosecution, financial impact, loss of educational opportunities, employment, reputation, or social acceptance, etc.
· Does not cause damage to the reputation of the community or individuals in the community from which samples were collected, or affect their financial status or commercial trade opportunities
· Informed consent is obtained from the sample owner (if applicable)
	☐
	☐

	Remarks:
· Pregnant women and neonates (Subpart B): Exemption review may be applied to pregnant women and neonate participants if they meet the exemption criteria listed above (The Common Rule, 45 CFR 46.104 (b)(1)) and those specified in Subpart B.
· Prisoner/incarcerated participants (Subpart C): Exemption review cannot be applied to research involving prisoners or incarcerated individuals, except for research targeting a broad subject population in which prisoners are only incidentally included in small numbers and which meets the exemption criteria listed above (The Common Rule, 45 CFR 46.104 (b)(2)) and those specified in Subpart C.
· Child participants (Subpart D):
· Research under items 1, 4, 5, and 6 may receive an exemption review for child participants if they meet the criteria listed above and those specified in Subpart D.
· Research under item 2, specifically educational testing or observation of public behavior, may receive exemption review for child volunteers if they meet the criteria listed above
	
	

	Summary: This research project is characterized as an Exemption Review
	☐
	☐






[bookmark: _GoBack]
Research Projects Eligible for Expedited Review
	No.
	Research Project to be Conducted
	Yes
	No

	1
	Research that does not involve clinical outcomes studies or clinical trials/clinical interventions

	
	

	2
	Research requiring blood collection from research participants via fingerstick, heel tick, earlobe puncture, or venipuncture: 
· Blood draw from healthy, non-pregnant participants weighing ≥ 50 kg: via by peripheral venipuncture must not exceeding 550 mL within 8 weeks period, and frequency must be no more than twice per week
· Blood draw from children/adults weighing < 50 kg: considering age, weight and health status, the total volume must not exceed 50 mL or 3 mL per kg of body weight within 8 weeks, and frequency must no more than twice per week
	




	





	3
	Research involving collection of biological samples for research by non-invasive methods, including:
· Nails, body hair, or scalp hair 
· Urine, feces, sweat, nasal secretions
· Saliva not collected by tube insertion
· Placenta obtained from delivery
· Amniotic fluid collected during premature rupture of membranes or during labor
· Dental plaque, supragingival and subgingival calculus 
· Deciduous teeth or permanent teeth requiring extraction as part of dental care	
· Oral mucosal epithelium by scraping, mouth rinsing, or swabbing
· Skin cells by scraping or swabbing
· Sputum obtained by expectoration or after saline mist nebulization
	
	

	4
	Research involving data collection through non-invasive clinical instruments, without the use of sedation or anesthesia, routinely applied in clinical practice, and using approved medical devices (excluding devices involving X-rays and microwaves) including:
· Measurement weight, height, blood pressure, body temperature, heart rate, respiratory rate. 
· Attachment of sensors to the skin surface, e.g., pulse oximetry from the fingertip) 
· Sensory testing or perception level measurements, e.g., visual acuity, audiometry, algometry, smell test 
· Magnetic Resonance Imaging (MRI) without the use of any contrast agent
· Electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and transthoracic echocardiography
· Moderate exercise, muscular strength testing, body composition assessment, and flexibility testing appropriate to the age, weight, and health of the research participant

	
	

	5
	Research involving data collection from existing reports, medical records, or stored specimens (or specimens to be collected) obtained for routine examination or treatment purpose, and not for research purposes
	
	

	6
	Research on residual specimens from a previously ethics-approved protocol, where prior informed consent for the retention of residual biological samples was obtained from the participants, and formal permission has been granted by the responsible party or owner of the specimens
	
	

	7
	Research using data in the form of audio recordings, motion pictures, photographs, or printed images (including digital recordings) to be collected for research purposes
	
	

	8
	Research on characteristics or behaviors of individuals or groups, such as perception, cognition, motivation, identity, language, communication, culture, beliefs, and social behavior - including research using processes such as surveys, in-depth interviews, narrative methods, focus group discussions, public forums, system evaluations, human factors assessment, or quality assurance audits 
	
	

	Remarks:
· Research that (1) poses no greater than Minimal Risk to participants, and (2) falls under one or more of the specific categories listed above. It should be noted that research listed here should not be presumed to be low-risk merely because it appears on this list. Inclusion on this list means only that the research is eligible for expedited review, provided that upon consideration of the context of the proposed research it is determined that there is no risk exceeding Minimal Risk to participants.
· The research categories listed above apply regardless of the age of the participants, unless otherwise specified.
· Research projects eligible for expedited review must involve data collection that cannot be linked to individual identities, and/or must not pose risks of criminal or civil liability, or cause damage to financial status, employability, insurability, reputation, or result in stigmatization — unless appropriate and reasonable protective measures are implemented such that the risks associated with invasion of privacy and breach of confidentiality do not exceed Minimal Risk. (The Common Rule, List of Expedited Categories (1988))

	Summary: This research project is characterized as an Expedited Review
	
	




Research Projects Eligible for Full Board Review
	No.
	Research Project to be Conducted
	Yes
	No

	1
	Research involving clinical outcome studies or clinical trials/ clinical interventions
	
	

	2
	Research utilizing new methods/ non-standard methods/ novel medical devices or instruments/ new investigational pharmaceuticals, etc.
	
	

	3
	Research project that does not qualify as Exemption Review or Expedited Review
	
	

	4
	Research involving interventions or data collection from vulnerable groups specify: …………………………………………………………………..
	
	

	5
	Other - please specify: …………………………………………………………………
	
	

	Summary: This research project is characterized as a Full Board Review
	
	



20. Ethical Considerations (Ethical Consideration in accordance with the principles of human research ethics, as follows:)
20.1 Respect for Persons Respect for the voluntary decision-making of research participants to provide informed consent to participate in the research, through the provision of complete information until the volunteer fully understands, while also giving special attention to research involving vulnerable populations, who must receive special care.
Practice guidelines: …………………………………………………………………………………………………………….
20.2 Risk and Benefit (Principle of Beneficence and Non-Maleficence)
· Does this research project present potential impact or risks on the physical, psychological, social, economic, social status, religious, belief, cultural, or livelihood aspects of the participants?
· None
· Yes 
· Describe the preventive and corrective measures:
  Specify: ................................................................................................................. 
· In the event that an adverse event occurs, how will the investigator respond?
Specify: ...................................................................................................................
· Clarify the person responsible for expenses/compensation regarding the management or treatment of adverse events arising from the research. If insurance coverage for damage/injury has been arranged, please attach the certificate of insurance and a copy of the insurance policy.
Specify: ...................................................................................................................
· Does the research involve discrimination, dehumanization, or stigmatization toward any ethnicity, religion, belief, customs, traditions, or culture of any individual, group, community, institution, society, or country in which the research is conducted? 
· Not involved
· Involved - Specify the methods for preventing or reducing such impact: ………………………………………………………………… 
· Role of the community in the case of Participatory Action Research (PAR) (Please specify how the investigator requests permission to conduct research, obtains consent, or seeks cooperation from community leaders in conducting the research) 
Specify: ......................................................................................................................................
	20.3 Justice (Principle of fair and equitable participants selection )
Ensure the equitable distribution of risks and benefits across all participants
Practice guidelines: ....................................................
20.4 Privacy and Confidentiality 
· Is there an appropriate and private venue for obtaining informed consent? 
	❏  Yes (specify: ……………………………………………)	❏ No
· Is there an appropriate and private venue for conducting the research study? 
	❏  Yes (specify: ……………………………………………)	❏ No 
· Method of recording participant / volunteer data:
❏ Stored on a personal computer with a password to prevent unauthorized access
❏ Documents / CDs / files stored in a locked cabinet or drawer		
❏ Data stored in a locked cabinet or drawer 
❏ Other - specify: ...............................................................................................................
· Persons who are authorized to access the data - specify:...................................................................
· Data retention period 
specify:...................................................................
· Method of data destruction upon study completion or after the designated retention period
specify:............................................................

21. Total budget: ……………………………… Baht

22. References 
Remark: The format for writing references shall follow the requirements of the funding source or the university.

I hereby certify that the research project entitled "……………………………………………" has not yet commenced before receiving certification from the Human Research Ethics Committee. If the Committee finds that any research activities has been conducted prior to receiving official ethics certification, any official ethics certification issued by the Committee shall be rendered null and void.
It is further certified that all information provided in this form is true and accurate, and that the undersigned clearly understands the meaning of all items stated herein. The principal investigator and the research team will conduct the research ethically and in full compliance with the official regulations and announcements of Silpakorn University. 

							(Signature)...................................................
							  (..........................................................)
      								Principal Investigator
							............../............................../................

	(Signature)...................................................
	    (..........................................................)
		Co-Investigator
.	............../............................../................
	

	(Signature)...................................................
	    (..........................................................)
			Research Advisor
.	 ............../............................../................
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