	[image: image1.jpg]



	Human Research Ethics Committee, Suan Sunandha Rajabhat University
	AP 01_6/ V.1.0

	
	Annual Report/ close-out report/ Approval Extension Request form
	Effective on January, 2024



Researcher's Objectives
☐ Report on the annual research progress and request a one -year extension of Certificate of Approval (in the case where the research project has not yet completed).

    Attached documents:

☐ Summarize the research project results and notify the close-out of the research project (in the case where the research is completed). Close-out date: .........................
Research Project Title (Thai): .........................................................................................................................

                               (English): ...........................................................................................................................

Principal investigator/Affiliation: ..........................................................................................................................

Research Project Code: ...................... Duration of the Project: ............. years

Certificate of Approval No. COA ……….……………...

Certificate Issuance Date: ...................... Certificate Expiry Date: ...................... Number of COA extension .............. times

	Part 1 Research Category and Grant Support

	1.1 Research Category
☐ Drug Trial
☐ New Device Trial
☐ Non drug trial

☐ Retrospective Review
☐ Observational
☐ Questionnaire
☐ Other (please specify) ..................
1.2  Grant support ☐ No funding  ☐ Funding available (please specify) Funding Source/Budget: ...............................


	Part 2: Research Progress
	

	2.1 Research Progress ☐ On track according to the plan ☐ Not on track according to the plan

2.2 Number of subjects consented as planned (approved) ............... persons Number of active subjects.............. persons
Categorized by active subjects ............... persons Subjects in follow-up ............... persons
Inactive subjects (Drop out) ............... persons            Completed subjects ...............persons
Summary of the total active subjects ☐ On track according to the plan ☐ Not on track according to the plan

2.3 Issues in recruiting subjects ☐ No     ☐ Yes (Please specify)…………………………...

2.4 Other Issues in research execution ☐ No ☐ Yes (Please specify) ………..………………………………...
	


	Part 3 Internal Adverse/Unexpected Events

	3.1 Adverse events          ☐ No               ☐ Yes

3.2 Number of serious adverse events

☐ No ☐ Yes, Number of Events: .......... times Expected: .......... times Unexpected: .......... times

☐ Resulting in death: .......... persons, Related to the research: .......... persons
☐ Causing loss of functionality: .......... times, ...... persons, Related to the research: .......... times

☐ Required hospitalization: .......... times, ….... persons, Related to the research: .......... times

3.3 Number of Non-Serious Adverse Events

☐ No

☐ Yes, Number of Events: .......... times Expected: .......... times Unexpected: .......... times

3.4 Reporting of Events ☐ Adhering to regulations ☐ Other (please specify): ……….…………………….
3.5 Corrective Actions and Additional Preventive Measures Implemented (if any)

...........................................................................................................................


	Part 4 (Protocol Amendment/Violation)

	4.1 Research Project Protocol Amendments in the Recent Period

☐ No ☐ Yes, number of amendments: .......... times ☐ adhered according to regulations

☐ Other (please specify): ……….…………………….

4.2 Protocol Deviations from the Certified Research Project in the Recent Period

☐ No ☐ Yes, Number of Deviations: .......... times

☐ Adhered according to regulations ☐ Other (Please specify): ………………………………

4.3 Corrective Actions and Additional Preventive Measures Implemented (if any)

...........................................................................................................................


	Part 5 New Risk/Benefit Information

	5.1 Additional information in terms of risk/benefit related to the research project in the recent period

☐ No ☐ Yes (Please specify): …….…………………….

5.2 Additional measures implemented to mitigate risks or enhance benefits related to the research in the recent period

☐ No ☐ Yes (Please specify): …….…………………….


	Part 6 Future Research Plan or Result Presentation

	6.1 In the Case of completed research projects   - Benefits gained compared to the initially et objectives:

☐ Aligned with (Please specify) ………………… ☐ Not aligned (Specify) …………………

-Plans for Research work dissemination:

☐ In preparation

☐ Manuscript submitted to the Publication Department (Journal Name) ………………

☐ No plans for research work dissemination ☐ Others (Please specify) …………………

6.2 In the case of ongoing research projects, expected completion date (Please specify day/month/year): …………………



	Signature: ...................................................... Principal investigator/Representative Date: …………………


	Part 7 Assessment of Research Continuing Report

	☐ Progress as planned or better, without significant deviation and/or additional risk

☐ To be considered, since the research progress is much less than planned

☐ To be considered, since significant deviation and/or additional risk is observed

	☐ Approval of COA extension for one year

☐ Acknowledgement of Close-out Report

☐ More information is requested, as followed 

	Signature...................................................... evaluation committee Date ………………….............



