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Participant Information Sheet

In this document, there may be some statements that you do not understand. Please ask the principal investigator or his/her representative to give you explanations until they are well understood. To help your decision making in participating the research, you may bring this document home to read and consult your relatives, intimates, personal doctor or other doctor.

Research Project Title:
…...............


(Instruction: Specify in accordance with the protocol submission form)

Researcher’s Name:

…................


(Instruction: Specify in accordance with the protocol submission form)
Research Site: 

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





(Instruction: Specify in accordance with the protocol submission form)
Address and its telephone number: 
                                      …………………………………………………………


(Instruction: Specify in accordance with item no.2 of protocol submission form (work address and contact address).  Address and telephone number must be available for contact both in and out of the office hours)
Source of Fund:                 
………………………………………………………………………….


(Instruction: Specify in accordance with the protocol submission form. If there is no fund in your research, specify “No fund”)

.............. (Instruction: Explain background and significance of the research protocol briefly about 1-2 sentences.) This research project aims to………..………….. (Instruction: Specify in accordance with the protocol submission.), which expects the following benefits: …………………………… (Instruction: Specify in accordance with item no. 14.2 in the protocol submission form)

You are invited to participate in this research project because…......... (Instruction: Specify the proper characteristic’s subject to this research protocol in accordance with inclusion criteria, item 7.5.1 in the protocol submission form)  

There will be …...... participants (Instruction: Specify the total number of subject in accordance with item 7.6.2 in the protocol submission form), and the research project will last for…........... (Instruction: Specify time each participant taking part this study such as data collection by questionnaires, specify only consuming time  participants answer, it is not duration time of data collection process of this research project.)
To participate in this research project is completely VOLUNTARY.

If you decide to participation the research project, you will go through the following procedure. (Instruction: Describe the procedures step by step. Instances are as follows
· Have to take medicine, or receive treatments, or other else

· Define and explain the details of assessment/ screening/ treatments, in ordinary language (for example: the amount of blood to be drawn should be defined in terms of teaspoons or tablespoons, how long does the participants have to fasting before blood drawn).

· If the procedures include the routine care, clarify the routine procedures and the interventions.

· For the placebo, clarify the proportions of placebos and interventions.

· In case that this is a research project in the field of social or behavioral sciences conducting interviews, focus groups or something else, details must be given such as interview topics, number of interview questions, period and number of interview sessions. Will there be tape recording or a house visit?)

Risk form participation this research project, you may…...........
(Instruction:

1) Explain any risks/side effects and measures to prevent and minimize risks/side in accordance with item 14.3.2 in the protocol submission form.

2) In case this research project is in the field of social or behavioral sciences conducting interviews or distributing questionnaires, the likely risks include uneasiness or discomfort due to some questions. In that case, the participant has the right not to reply.
3) In case this is a clinical research, inform any possible risks such as drug allergy or any side effects causing the disability or death. And specify the incidence of possible risks such as 1 in 10)
If you do not participate in this research project, ...…. Moreover, you have the right to withdraw from this research project at any time without prior notice. The refusal to participate or the withdrawal from the research project will not at all affect the proper.....…. that you will receive.

Instruction:

1) If the participant do not participate or withdraw form this project, the researcher has to specify the effects participants may face. In case the participants are patients, specify that “you will receive a standard service and treatment or you will receive a treatment by drug instead surgery.” Or the alternative way helping to make the decision. / Students, specify that “it will not at all affect your studying or results of examination.” / Staffs in the organization, specify that “you will receive a standard service and not all affect your performance assessment.”
2) If withdrawing the participants form this project, the researcher has to specify criteria and proper supportive measure to them.
If you have any questions or any side effects from participating in this research project occur, please feel free to contact ……………………….. Telephone: …………………………………. (Instruction: Specify the researcher’s name and contactable telephone number.)
You will receive the payment/incentives for research participants including…... (Instruction: Specify if there are any incentives or payments for participating in this research project such as expenses for transportation, or the expenses for screening, medicine, or laboratory tests and describe how much and when researcher give it to participants.) 
You is not response for any expense for participating in this research project. (Instruction: Specify if there are any expense for participating in this research project.)                                                                                 

If relevant information arises about benefits and risks of the research project, the researcher will inform you immediately and without concealment.


Your private information will be kept confidential, it will not be subject to an individual disclosure, but will be included in the research report as part of the overall results. Individual information may be examined by a researcher, the ethics committee, etc.


This research project is approved by The Institutional Reviews Boards, Faculty of Nursing (IRB-NS) at the office of IRB-NS room 503 5th floor, Faculty of Nursing, Mahidol University, 999 Phuttamonthon 4 Road, Salaya, Nakhon Pathom 73170 Thailand Tel 66 2 441 5333 ext 2531, 2532  Fax 66 2 441 5333 Ext 2531, Email: ns.irbnursing@gmail.com
On the condition that you are not treated as indicated in the information sheet distributed to the subjects, I can contact the Chair, or the representative of the IRB-NS at the contact address presenting above. 

I thoroughly read the details in this document.

Signature………………………………………………..Participant

(…………............................................)

                                                                     Date………/………./.............
 (Instruction:

1) In case the participant is a minor (under 18 years old) and this information sheet is read by the guardian/proxy, the pronoun "you" must be replaced with "the child under your guardianship" wherever appropriate.


2) In case there is to try out the research instrument, researcher has to

    - provide the participant information sheet for try out’s participants especially, specify “For try out group” to place behind “Participant Information Sheet”,

    - words “research project” must be replaced with “try out instrument”,
              - revise objective following “The aim of this instruments’ try out is to evaluate the quality of questionnaires for the research project title “…”.

3) In case this research project is experimental/quasi-experimental study, researcher has to

   - explain what control and experimental group have to do if they participate in this research project. (It should be different process between both groups.),

   - specify as “group 1” instead of “control group” and “group 2” instead of “experimental group”,

  - separate or not the participant information sheet between control group and experimental group depending on the suitability of research procedure.)

Instruction:


When the researcher prepares the Participant Information Sheet  for submitting to IRB-NS;


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


Red font is the part of the instruction, DELETE.
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