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AF 20-5.1 (1)                                                                                                              

IRB-NS Research Protocol Submission Form

Faculty of Nursing, Mahidol University

Instruction
1) Download and use IRB-NS form from IRB-NS website. 

2) Complete all items in this form and fill in the information in accordance to your research proposal.  Please do not delete any except all red letters, which are instructions, if any item does not apply to your research, indicate as “not applicable.” 
1. Protocol title …………………………………………………………………………………………………………
…………………………………………………………………………………………………………

Instruction
1) Name protocol title in accordance to the research proposal.

2) If the thesis/dissertation protocol title of graduate students has been changed after research proposal defense, the evidence of changing must be submitted.
2. Principal investigator name ………………………………………………………………………………….…………………… 
    Status
❏ Lecturer; Faculty member of ……………………………………………..……..


❏ Staff, specify.....  Instruction specify position and organization………………. 


❏ Student of ………………………………………………………………………..
      Level ❏Bachelor program ❏Master program ❏Doctoral program 
    Ethical conduct in research involving human training ❏Yes and attached file ❏Not yet

    Good Clinical Practice (GCP) training 

     
❏Yes and attached file 
      
❏Not yet         ❏Not applicable

    Work address ……………………………………………………………………………………
    Contact address ………………………………………………………………………………
     Telephone number…………………………………………………………………………….

    E-mail address: ………………………………………………………………………………..
Instruction
1) Update contact home address (example: 999 Phuttamonthon 4 Road, Salaya, Nakhon Pathom Thailand 73170) and telephone number of home or work place. IRB-NS office will use this address to contact PI after the approval of research protocol. 
2) Address and telephone number of your workplace.
3) Address of study place. (for Graduate students)
4) Address personal telephone number and E-mail conveniently accessible. IRB-NS office will use this number to contact PI.
    
Conflict of Interest
Instruction Conflict of Interest occurs when PI has bias against the process of research or publishing. It could be positive or negative. Bias may be personal, business, or financial relationship. Moreover, bias may just possibly happen. Bias may cause direct or indirect effect to process of research and/or publishing, making benefit to PI or related others.
         ❏Yes, please specify………………………………………………………………… ………
Instruction Specify which is PI’s status with conflict of interest in this research protocol e.g. committee/ counselor/relative in funding agency/medical drug company.
    ❏Not conflict of interest
3. Co-investigator name
Instruction List detail of all co-investigators. If it’s a thesis, list advisor and all co-advisors information in accordance to GR.33.
1) Co-investigator name ………………………………………………………………………………….…………………… 
   Status
❏ Lecturer; Faculty member of ……………………………………………..……


❏ Staff, specify.....  Instruction specify position and organization…………… 



❏ Student of Faculty…………………………………………………………………
      Level ❏Bachelor program ❏Master program ❏Doctoral program 

    Ethical conduct in research involving human training ❏Yes and attached file ❏Not yet

    Good Clinical Practice (GCP) training 

     
❏Yes and attached file 

      
❏Not yet         ❏Not applicable

    Instruction If principal investigator is student, please attach certificate of EC training of major advisor.

    Work address ……………………………………………………………………………………
    Contact address …………………………………………………………………………………

    Telephone number ……………………………………………………………………… …….
    E-mail address: …………………………………………………………………………………
    Conflict of Interest

         
❏Yes, please specify………………………………………………………………… 

    
❏Not conflict of interest
2) Co-investigator name ……………………………………………………………………… 
Status

❏ Lecturer; Faculty member of ……………………………………………..………..


❏ Staff, specify.....  Instruction specify position and organization…………… 



❏ Student of Faculty………………………………………………………………… 
      Level ❏Bachelor program ❏Master program ❏Doctoral program 

    Ethical conduct in research involving human training ❏Yes and attached file ❏Not yet

    Good Clinical Practice (GCP) training 

     
❏Yes and attached file 

      
❏Not yet         ❏Not applicable

    Work address ……………………………………………………………………………………
    Contact address …………………………………………………………………………………

    Telephone number ……………………………………………………………………… …….
    E-mail address: …………………………………………………………………………………
    Conflict of Interest

         
❏Yes, please specify………………………………………………………………… 

    
❏Not conflict of interest
4.  Source of funding  

❏ Self-funding
 

 
❏ Applying for funding, please specify …………………………………………………….
❏ Funding agency, please specify …………………………………………………….

❏ Funding status, please specify …………………………………………………….

Instruction Explain applying status for funding such as submit research protocol, committee consideration, revision following to committee’s comments etc.
❏ * Receive funding
❏ Inside Mahidol University, please specify funding agency ......……………………


❏ Outside Mahidol University, please specify funding agency ......…………………
❏ Budget amount …………………………………………….Baht   


* Please provide grant approval document when available.
***All items below should be consistent with the submitted research protocol.***
5.   Background and significance of the research

Instruction Briefly explain the significance of this research, important problems (independent variables), association between dependent and independent variables and gaps of knowledge or reasons for doing this research. 
6.   Research objectives 
Instruction Objectives should be consistent with the protocol title. And specify dependent and independent variables of this research.
7.   Research methodology 
7.1 Type of research  

❏ Biomedical Research
❏ Clinical Research

 
❏ Social Behavioral Research

 
❏ Epidemiological Research 

❏ Other Research Category, please specify……………………………………………….
 
7.2 Research design
 
❏ Descriptive study
 
❏ Quasi – Experimental study


❏ Experimental study

 
❏ Qualitative study

 
❏ Action research/ Participatory action research

 
❏ Pilot study
 
❏ Other, please specify……………………………………………… 


7.3 Research population

 
Instruction Describe the population’s characteristic before enrollment by inclusion criteria.
7.4 Vulnerable subjects

Instruction Vulnerable subjects are person 1) able to be in danger, easy to be damaged and took advantage 2) physical disability 3) lack the capacity to make autonomous decisions in their own interest. So they have to be acquired special protection. Vulnerable subjects including elders, children, students, pregnant women, mentally disabled persons, or prisoners.


❏ Vulnerable subjects

❏ Children
       ❏ Mental disability 




❏ Chronic illness  ❏ Others, please specified…………………………… 



❏ Non-vulnerable subjects

 

❏ Healthy volunteers
7.5 Eligibility criteria and subject allocation


7.5.1. Inclusion criteria 

Instruction Describe characteristics or signs and symptoms of subjects, data from them will be able to answer research questions.


7.5.2. Exclusion criteria 

Instruction Any characteristics or signs and symptoms of included subjects that deviate research results or health or well-being of participants.


7.5.3. Withdrawal criteria for individual participants
 Instruction Describe characteristics or signs and symptoms of participants, may occur during data collecting, affect health or mental participants, causing unable to be participated.
 

7.5.4 Termination criteria 

Instruction Describe characteristics or signs and symptoms of participants, may occur during data collecting, to effect health or mental participants, causing unable Continue this project. 



7.5.5. Subject allocation 

Instruction In case the study design is experimental or quasi-experimental study, describe process or method to allocate participants.
7.6 Sample size: 

7.6.1 Sample size calculation

Instruction Provide source of reference and calculation formula. The objective of sample size calculation is to get the proper size that is not too less to cause unanswerable research questions or not too much to increase inessential risks to participants and to waste budgets.
7.6.2 Estimated number of sample size …………participants
7.7 In case of subject withdrawal, describe procedures:  


7.7.1 Subject management 

Instruction Describe how the researcher manage the participants who withdraw from this project. Participant’s right to withdraw from the research project and the alternative way of withdrawal that the participant will not be affected with anything. In case the participant is patient; the researcher will receive standard assessment and treatment, staff; it will not be affected with working or performance assessment, student; it will not be affected with learning or examination.


7.7.2 Data management 
Instruction Describe how researcher manage withdrawal participant’s data, do not be analyzed and must be destroyed.

7.7.3 Subject replacement 
Instruction In case of subject withdrawal, describe that the researcher will collect data for subject replacement until completing calculated sample size or it has calculated dropout rate already.
8. Research setting 
     (Instruction Sites or locations the research will be conducted)
 
❏ Single center, please specify ………………………………………………………………
❏ Multicenter 
❏ Only in Thailand 
    (Instruction Specify the number and name of the study sites) 
❏ List of sites within Mahidol University, please specify…………………

❏ List of site outside Mahidol University, please specify……………….....

❏ Collaboration with overseas 
                (Instruction Specify the country, number and name of the study sites) 

❏List of site within Mahidol University, please specify…………………

❏List of site outside Mahidol University, please specify………………...

❏List of site outside Thailand, please specify……………………………
    Research setting(s) outside Mahidol University, required IRB submission for review



  
❏ Not require IRB submission for review 


   

❏ Require IRB submission for review, indicate each IRB’s name, address, and 

                              telephone number.   



Instruction Provide address and telephone number of all IRB required research approval.
9.  Duration of the research; …years…months by start at…to….

Instruction Specify entire duration for research  
since start this project until finish the whole project, not only time of data collection. 
10. Research procedures   
10.1 Recruitment Process


- recruiting site/location
Instruction
1) Indicate setting potentials subjects will be identified and recruited such as researcher will collect data when patient has an appointment with physician at clinic, the researcher should specify which is clinic, official time of clinic.

2) Specify population statistic in setting for evaluating possible data collection and also specify number of sample size in each setting.

- Recruitment process 
Instruction
1) Describe who will provide study information, how potential subjects will be identified and recruited in detail.

2) Description of recruitment process should be listed in bulleted or number lists rather than long sentences.
3) For approaching target populations, the researcher shouldn’t directly meet  target populations. The mediator person should ask them for met researcher.  

4) In consent process, person who ask population to participate in the research project should not influence on their decision making such as physician or nurse in health service, director, or teacher. Because of that person may be influence on involuntary participation. 


5) The end of recruitment process is the target population willing to participate in research. 
- Are there advertisements/materials that will be used to invited subjects? If any, 
 
  indicate and provide these documents for a review. In case subjects are students 
 
  or employees under influence of the investigator, advertisements should be used 
 
  to ensure their voluntary participation. 
10.2 Informed consent process 
Instruction Identify the process 

· The person who informs consent should not be the people who are influence to decision making of the participant-to-be.

· This process will end at the participant-to-be accepted to join in the project, and sign inform consent form 

 
10.2.1  Recruitment process 



❏ Continuous to recruitment process.
 


❏ Discontinuity, please specify when it occurred.............................................
                      10.2.2 Person(s) who will conduct informed consents 
❏ Principal investigator

❏ Co-investigator

❏ Research assistant, please specify…………………………………
❏ Others, please specify……………………………………………..
 

10.2.3 Participant information sheet and informed consent form, written 
 

         separately  


❏ Adult subject (age >18 years old) who can make his/her own decision 
 
❏ Participant information sheet 
 
❏ Informed consent form
 
❏ Child subject between 13-17 years old  
❏ Participant information sheet for a child and parent/guardian 

❏ Informed consent form for a child and parent/guardian
       
 
Note: Child and parent/guardian sign together in the same document. 

❏ Child subject between 7-12 years old 

❏ Participant information sheet for parent/guardian
❏ Informed consent form for parent/guardian 
❏ Assent form for a child



❏  Child subject less than 7 years old (parent/guardian read and sign 



       on behalf of the child)    
❏ Participant information sheet for parent/guardian

❏ Informed consent form for parent/guardian 
❏ Subject is not child but unable to consent e.g. mental illness, mentally ill  

    cognitively impaired.
   ❏  Participant information sheet for parent/ guardian/ legally 
  
   authorized representation 
   ❏  Informed consent form for parent/ guardian/ legally authorized  

             representation 

 
10.2.4 Waiver of informed consent




❏ Waive informed consent process:
 


        
    Specify the reason………………………………………………………
Instruction
 The requirement for obtaining informed consent may be waived as follow

1) The research project has risk to participants greater than risks of participants in their normal daily life.

2) The waiver of informed consent is not affected to the right and well-being of participants.


3) The research project will not operate if the waive informed consent process hadn’t done.



❏ Waive written consent. (Provide both participant information sheet 
 



       and informed consent form, but a signature is not required).



        
       Specify the reason…………………………………………………

Instruction The requirement for obtaining written consent may be waived as follow

1) The research project has risk to participants greater than risks of participants in their normal daily life.

2) Sign informed consent is the one directly connection to participant, causing risk revealed confidentiality.
 
10.3 Experimental process (if any) 

Instruction 
Once research project design is experimental or quasi-experimental study
1) Experimental group: identify intervention program, procedure, and instruments in each procedure. 
2) Control group:  describe standard of caring service and instruments in each procedure. 

3) Flowchart of comparison procedures between two groups.

10.4 Data collection process 
Research Instrument/Tool

Instruction

1) Describe standard Information of each instrument/tool following:



- 
Purpose of each instrument / which variables are measured by this instrument? of each instrument, what variables will be evaluated.



- Reference of each instrument and permission from owner including modified instrument by researcher.



- Item number of each instrument.
 

- Psychometric properties
- Reliability and Validity

2) In case, the target population have been screened, researcher should describe the screening instrument.

3) In case the researcher developed instrument or modified instrument from others. It causes assessment of research instrument by try out. Researcher has to describe try out process in these points; population, number of populations, and collected site, Moreover, the researcher submit the participant information sheet, informed consent form and instrument specified “Try out” for review.

4) Researcher has to submit all data collection instruments such as case record form, questionnaires, interview questions, telephone script, etc.

5) There are not any identified things such as name, last name, hospital number (H.N), etc. causing to reveal owned data, should be used by the code.

Research Procedures 


Instruction

1) Describe details of all research procedures, including what participant will do or what will be performed, number of times, and duration of an individual subject’s participation in the study


2) Research procedure should be in accordance with the recruitment process.


3) Specify potential risk(s)/adverse event(s) possibly to occur in data collection process, and provide the care measure them.

4) After the participant finished answering, but their questionnaires are uncompleted. The researcher is not allowed to ask subject to answer once again because it is subject’s right to answer any questions or not. 
11. Outcomes measurement (if any) 

- Primary outcome


- Secondary outcome (if any)

Instruction Describe study outcomes in accordance with research study objectives and sample size calculation.  
12. Data analysis 
Instruction Statistics or methods used for data analysis 
13. If there is specimen collection, specimen sent outside Mahidol University 
❏ No   
❏ Yes (the Material Transfer Agreement form is required) please contact Institution for  
      Technology and Innovation Management Mahidol University 0-2849-6050-3
❏ Not applicable
14. Ethical Consideration    
14.1   
Reasons and necessity to conduct this research in human 
Instruction
1) Researcher must concern these points before conducting research in human

- This research is unable to conduct in animals or laboratory.


- There are enough and reliable evidence showing that this kind of research in animal or other types of subjects are success and able to be conducted in human.


- There are evidence showing that there is no risk or injury to human from implementing protocol or intervention.
2) Describe the research variables, population and its necessity to conduct this research in human.
14.2     Potential benefits from the research 
Instruction Describe potential benefits to subjects directly from participating in the research, benefits to society or others and/or benefits to subjects after the study ends (if any).

14.3    Potential risks to subjects 
14.3.1 Adverse event(s) found in previous research studies 
Instruction Describe risk or adverse events possibly occur during data collection process, and provide details, probability, and magnitude of adverse effects which had been occurred in previous study. Provide 1-2 examples of similar research including process, data collection, population, and variables.
14.3.2
Measures to prevent and minimize adverse effects. 
Instruction Describe measures to prevent and minimize adverse effects which might occur.
14.3.3
Name of persons responsible for cost of care incurred in case of adverse events related to the study. 
Instruction Indicate a name of persons responsible for cost of care incurred in case of adverse events related to the study.

14.3.4
Name of contact persons or physician with 24 hour-telephone number in case of adverse events related to the study. 
Instruction Indicate name of contact person or physician with 24 hour-telephone number in case of adverse events related to the study.

14.3.5
For a clinical research, procedure the researcher informs physician or physician in charge of care regarding patient’s participation in the study. 
Instruction For clinical research, describe how the researcher informs physician or physician in charge of care regarding patient’s participation in the study. 
14.3.6 Compensation for adverse effects from participating in the research or payment/ incentives for research participating.
Instruction If the researcher will provide gifts or other type of present, specify their cost and how/when to provide those gifts.
     
14.4  
Payment and reimbursement 

❏ Payment for participation 

Instruction Expense which the participant must take responsibility when participate in the study.
❏ Reimbursement for participation e.g. laboratory test, transportation 

Instruction Expense which the participant must pay in advance but can be reimbursement form the researcher.
❏ Not applicable
14.5 
Evidences or information (references) concerning safety and/or benefits for 
 

subjects 
Instruction Provide reference lists which involve safety and/or benefit for subjects in standard format.
14.6 
Measures to protect confidentiality of subject’s personal data  
 
 
❏ Use of code instead of name/ individual identifiers in data record forms 
 
❏ Data will be recorded as
❏ photograph   ❏ video  
❏ audio 
❏ None of data will be recorded as the above medias/forms 

Instruction If above methods of data record will be used, indicate individual who will have access to the data, how to protect confidentiality of all data, how long the data will be stored and method of destroying. (The researcher has to store your research data for at least 3 years, then destroyed data.) And replace name/identifier with code name in data record form.
15. Expected Number of Publications and Tentative Titles


…………………………………………………………………………………………
16. Documents submitted with the research submission form include: 

Instruction
1) Check all documents lists requiring approval form IRB-NS. The researcher has to prepare them completed to submit to IRB-NS. If having more document apart from these existing lists below, adding in accordance with submitting documents.
2) All submitting documents are be used in research. The researcher has to submit example booklet, brochure, picture or printed presentation by power point unless principal documents such as research submission form, participant information sheet, informed consent form etc.
3) It should be name the researcher, co-investigator and advisory in the handout  

❏ Research submission form [electronic file]

❏ Research protocol/proposal [electronic file]

❏ Participant information sheet [electronic file]



❏ Adult subject (age >18 years old)



❏ Child subject between 13-17 years old and parent/guardian






❏ Parent/guardian of child subject between 7-12 years old



❏ Parent/guardian of child subject less than 7 years old




❏ Try out group

❏ Informed consent form: [electronic file]



❏ Adult subject (age >18 years old)



❏ Child subject between 13-17 years old and parent/guardian



❏ Parent/guardian of child subject between 7-12 years old




❏ Parent/guardian of child subject less than 7 years old






❏ Try out group

❏ Assent form [electronic file]
 
❏ Principal investigator’s curriculum vitae [electronic file]
        ❏ Letter of commitment for research conduct after IRB approval [electronic file]   
        ❏ Data collection tools including…………example as questionnaire, interview 
 
    questions/guide, observation forms/guide, etc. [electronic file]
❏ Evidence of request for using or modifying instruments [electronic file] 
❏ Case report form or case record form [electronic file]  
❏ Letter of request for permission for data collection from an authorized person at the research

    site [electronic file]
❏ Letter of request for permission to use patient’s medical record (if any research data will be 
    collected from medical records) [electronic file]  
❏ Payment slips for protocol submission or Letter to request payment waiver: original letter)
❏ Letter of request for permission to use specimen from biobank from an authorized person (in case of use specimen from biobank in the study) [electronic file]  
❏ Advertisements/materials for research study including….…[electronic file]  
❏ Materials given to subjects including……………………… [electronic file]   
❏ In case of submission the research protocol for approval from the IRB of research setting, a certificate of approval, participant information sheet, and consent form from such IRB are required.  

❏ If principle investigator is a student, please submit the following:
- 
Document stated the result of thesis proposal defense from Faculty of Graduate 
  
Studies (GR. 33) [electronic file]   

- 
Curriculum vitae of thesis advisor [electronic file]   
- 
Certificate 
of Human Research Ethics Training/GCP of the principle investigator and  thesis advisor [electronic file] 


   - 
Letter of request for permission for data collection from an authorized person at the 
 
research site (GR.28) [electronic file]  
   ❏ Other, specify...................................................................................................................
17. Contract
 
1.
As the principle investigator and co-investigators of this research, I and research team members, whose names and signatures appear on this document, will conduct the research according to the research protocol approved by the IRB-NS.  I and research team members will comply with principles of human research ethics in obtaining consent with respect to the right and welfare of subjects as priority. 
2.
If research protocol amendment is needed, I will inform IRB-NS and acquire approval prior to continuation. If changes made to the study affect research subjects, I will inform about the changes and re-consent the subjects. 
3.
I will report all adverse events/unexpected events that occur during the study period to comply with IRB regulations and time frame for notification.  I will provide assistance to the best of my ability. 
4.
I and research team members have knowledge and understanding in every step of the proposed protocol and have ability in resolving or handling adverse events that may occur during the study period  
Instruction Co-investigator names should be in accordance with Item no.3



Signature...............................................Principal Investigator



       (..............................................)





       Date……/…………/....…......
                                      
Signature...............................................Co-investigator 
           
                                                            (................................................)





       Date……/……….…/....…...... 

Signature...............................................Co-investigator 
           
                                                            (................................................)





          Date……/……….…/....….....
18. Acknowledged by 
❏ Head of Department   ❏ Direct superior authorized personnel     ❏ Thesis major advisor
Instruction In case the researcher is student, provide a signature from the major advisor.
 Signature................................................. 



        (................................................)



 

        Date……/……………/....…....
Instruction: When the researcher prepares the Protocol Submission Form for submitting to IRB-NS;


Black font is the part of format, DO NOT DELETE.


Red font is the part of Instruction, DELETE.
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