Effective date: 9 February 2024

AP-024

Research Protocol (Full Proposal)

 (This is a general template; please adjust based on your project and comply with the international standard checklist: e.g. CONSORT for RCT, STROBE for Cohort study, PRISMA for systematic review)
--------------------------------------------------------------------------------------------------------

1. Title of the study in Thai and English

Thai: 

English: 

2. Principal Investigator


Name: ……………………………………………………………………………….
 
Position: ……………………………………………………………………………

Affiliation: …………………………………………………………………………

Telephone Number: ……………………………… 


Mobile Phone Number: …………………………….

E-mail: ……………………………………………………………………
3. Sub-investigators and advisors

	Name
	Affiliation
	E-mail address and mobile number
	Responsibility in the project

	1. 
	
	
	

	2. 
	
	
	


4. Student support

Check (  in (  ) that apply

(  ) Not associated


(  ) Undergrad./post grad. (indicate resident, fellow, master, PhD student) ……….person

(Specify student name, student ID and field of study) 

5. Keywords: (Provide 3-5 commonly used abbreviations and acronyms) 

6. Background and rationale

(Provide brief information of the relevant studies, general statement of problem area with a focus on a specific research problem, research question(s) you designed and used to answer the research problem. Rationale: describe rationale or justification of your study. What research question(s) this activity is designed to answer, also why you are undertaking this study and why this study is needed.)
7. Objective(s) of the study

(Describe your objective(s) or research goal(s) clearly and succinctly.


Main or Primary objective: 


Secondary objective(s): 

8. Conceptual framework

(Provide a complete description toward relationship between each variables of the study. You can draw diagram showing any relationships or describe with complete information on your conceptual framework)

9. Literature review


(1) Clearly establish the focus/purpose of the literature review. (2) Summarize and synthesize: give an overview of the main points of each source and combine them into a coherent whole. (3) Analyze and interpret: don’t just paraphrase other researchers—add your own interpretations where possible, discussing the significance of findings in relation to the literature as a whole. (4) Critically evaluate: mention the strengths and weaknesses of your sources. (5) Write in well-structured paragraphs: use transition words and topic sentences to draw connections, comparisons and contrasts. 
10. Research methodology
10.1 Study design (Describe the study type (double-blinded, placebo-controlled, open/off label, parallel or crossover design, randomized), number of study arms, prospective, retrospective, or observational, survey, or questionnaire.)
10.2  Setting of the study/Trial site

10.3 Target population (Provide a complete description of your target population in the study)

10.4  Study population (Provide details of your population in the study)
10.5  Inclusion criteria

10.6  Exclusion criteria

10.7 Withdrawal criteria (e.g. research participant withdrawal, adverse outcome during participating the study)

10.8  Termination criteria (e.g. terminating investigational product treatment/trial treatment)

10.9  Sample size calculation
(Provide briefly description on how to calculate sample size with reference value.) 
10.10 Variables of the study

a. Dependent and independent variables

b. Potential confounder variables

c. Method(s) to minimize bias(es) during study

10.11 Study procedure(s)/stage(s)

(Draw a diagram showing steps in conducting your research. Diagram may start from informed consent process from Head of Institution/ Hospital/ Community, recruiting your research participants (inclusion criteria), informed consent process from participants and continue until data analysis.)

a. Describe procedures/process of the study. Show how research methodology in the study is different from the routine practice?

	Processes which are routine practice
	Processes which are research

	1. 
	1. 

	2. 
	2. 

	3. 
	3. 

	4. 
	4. 



b. Alternative diagnostic method(s)/treatment(s)

c. If a placebo is used for control group in the study, please provide the reasons for using a placebo, and assess any possible risks and benefits to both study arms

10.12 Study instrument(s) and outcome measurement(s)
(Specify your study instrument(s) of the study, validity and reliability of study instrument(s), including how to measure each outcome.)

10.13  Data collection methodology

(Specify complete information on how to collect data, interview timing and frequency, etc.)

10.14  Data management

10.15  Statistical analysis 
(Describe your statistical analysis by the nature of the data to be analyzed, explore the relation of the data to the underlying population, etc.)
11. Ethical consideration

11.1 Possible risks/effects in the study, including preventive and alleviation measures
(Describe nature and degree of risks of possible injury, stress, discomforts, or invasion of privacy, and other side effects from all study procedures, drugs and devices (standard and experimental), interviews and questionnaires which may occur to the subject as a result of participating in the study. Describe the prevention and treatment, medical care and other services to be provided to the study participants who may or may not be affected by any complication. If the study is a multi-center, the “Independent Data Monitoring Committee” should be provided to verify safety of research participants.)
11.2 Describe the process/system for assuring confidentiality and the privacy of the research participants/ communities

11.3 Benefits of the study for participants and the community/country including how findings of the study use for strengthening community.
11.4 Informed consent process: Process/method of invitation the participants to participate in the research, such as personal contact, referral from other(s), brochure, and announcement, etc. 
(Describe procedures and stages or step-by-step to invite your participants into the study such as written consent, verbal consent or initial verbal consent followed by written consent later. If your study need to request by initial verbal consent, please specify the reason(s) for using this consent (provide additional form: AP-006 Waiver of Consent). Provide examples of the flyers, advertising, announcements, etc., that you will use. Specify clearly who, when and how for this process.)

11.5 Procedure specifying for research participant withdrawal from the study

(Explain briefly information of procedure or step-by-step on how to withdraw subjects from the trial/ investigational product treatment? the type and timing of the data to be collected for withdrawn subjects, whether the withdrawn subjects are replaced or not, and if so, how? and the follow-up for subjects withdrawn from investigational product treatment/trial treatment, etc.)
11.6 Clearly indicate person(s) responsible for payment for treatment of complications and adverse effects.
11.7 Compensation for research participant


( Yes, please provide detail:









 (Provide details how much, and how it will be delivered to the participants.)

( No, please provide reasons:








11.8 Does the study involve biological specimen collection? If yes, also explain how the investigator manages the leftover specimen.
(Specify the method, place of storage, storage period (allowed to store no more than 15 years), purpose of use, and plan for discarding the specimens after use. Method of confidentiality, encryption, code holder, permission to withdraw consent to use of biological samples. Should provide a separate document for clarification and consent. The decision to consent to the collection of biological samples should not affect participation in the current research study.)

11.9 Research project with special ethical consideration (if applicable)
(For research project with special ethical consideration, investigator need to specify the reason(s) to approve research methodology of the study. Using placebo, studies in subjects vulnerable (children, pregnant women, patients with incurable diseases heavily minority student or employee of the research) must be justified. Please also specify the procedure and stage for preventive and alleviation measures of the possible risk(s)/problem(s) to research participant during study.)

12. Limitation(s) and barrier(s) of the study (If applicable) and plans for mitigation

13. Time schedule of the study
Duration of the study: From………………to……………Total time:……...years (months)

	Activity
	mo.

yr.
	mo.

yr.
	mo.

yr.
	mo.

yr.
	mo.

yr.
	mo.

yr.
	mo.

yr.
	mo.

yr.
	mo.

yr.
	mo.

yr.
	mo.

yr.

	1. Proposal submission for EC
	
	
	
	
	
	
	
	
	
	
	

	2. Preparatory phase
	
	
	
	
	
	
	
	
	
	
	

	3. Data collection
	
	
	
	
	
	
	
	
	
	
	

	4. Data analysis
	
	
	
	
	
	
	
	
	
	
	

	5. Manuscript writing
	
	
	
	
	
	
	
	
	
	
	

	6. XXX
	
	
	
	
	
	
	
	
	
	
	


14. Budget detail of the study

( Funded by: 



Budget amount: 


( Expecting funded from: 



(State the name of the funding body and status of application)

Budget amount: 



( Private fund


Budget amount: 


(Provide complete budget by the table following each cost category of the study)
	Cost category
	Cost

	Salaries & Wages
	

	Travel
	

	Equipment
	

	Chemical
	

	Supplies
	

	XXX
	

	Grand total
	


11 Expected outcomes of the study

12 References


Medical/biomedical/health science study - Vancouver style


Social study - APA style

We, the principal investigator and co - investigators listed and signed below, certify that we will adhere strictly to the information provided in the research protocol. We hereby certify that we will start our study only after the certification of approval by PSU Human Research Ethics Committee, Prince of Songkla University.
	(
)

Date………………………
	(
)

Date………………………

	Adviser
	Principal Investigator

	
	(
)

Date………………………

Sub-investigator

(
)

Date………………………

Sub-investigator

	Signature of authorized person/institution

	


	(
)

Date………………………

	Head of Department /Unit
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