CONSENT TO PARTICIPATE IN A RESEARCH STUDY

Title of Project:  

Principal Investigator(s):
Co-Investigator(s):  

Purpose of the Study:  
Procedures to be Followed:
Discomforts and Risks:
Benefits:

Costs or Compensation:  
Duration:

Statement of Confidentiality:
Right to Ask Questions:

Voluntary Participation and Right to Withdraw:

My signature below indicates that I have read the information above and that I agree to participate in this study.  I can ask for a copy of this consent form.

_______________________________________

_____________

Signature of Participant 

 


Date

_______________________________________


Printed Name of Participant 

_______________________________________

_____________

Investigator’s Signature




Date
The following is meant to be a guide for you as you write your consent form.  Note that this is a standard form only. The length and depth of each category will depend on each individual study and its potential risk to human participants.  The italicized/red (information) and blue (examples) portions are for your information only and do not need to be included in your consent form.  


CONSENT TO PARTICIPATE IN A RESEARCH STUDY

Title of Project:  
Principal Investigator(s):
Title, name, university, work address, work phone, work e-mail of each. If you prefer not to give your contact information, do include your name and title, and for students the faculty sponsor’s name.
Co-Investigator(s):  You may not need this category.
Purpose of the Study:  Explain in 1-2 sentences why this study is being done.
Procedures to be Followed:
-You are being asked to participate because…

-Describe what the participant will be asked to do, and what you and others involved in the study will do, if they agree to participate. Be specific—walk them through the process. See the example below.

Your child will be asked to complete a series of questions about his/her thoughts, beliefs, and attitudes about physical activity, healthy behaviors, social anxiety, and self-esteem. Height and weight will also be reported. These questions will be given to him/her during one of their health or athletics classes. Your child will be asked to complete the survey packet and return it in the sealed envelope provided for him/her to the teacher in charge of the class. The teacher will then return the sealed envelope to the principal investigator. If you do not want your child to participate in this study, or your child does not want to participate in this study, the teacher will provide an alternative in-class assignment for him/her to complete during the survey administration. Participation or non-participation in this study has no impact on your child’s grade in their Health/Physical Activity class.  
-If applicable, describe the qualifications to be in the study. Such as, “You must be at least 18 years of age”
-If the information is collected during a class period, be sure and tell them they will have an alternative activity and that non-participation will not affect their grade.

-If applicable, who will be administering the tests and what are their qualifications.
Discomforts and Risks:
-Describe any discomfort and/or risks the participant may have. The following are two examples—the first is for a participant to fill out a survey and the second is for the participant to use an experimental drug. 
There are no risks in participating in this research beyond those experienced in every day life.  Some of the questions are personal and might cause discomfort.
You may have side effects while participating in this study.  You will be observed and watched carefully for any side effects.  However, the investigators do not know all the side effects that could potentially occur.  Side effects may range from mild to very serious.  The investigators may give you medications to help decrease the side effects.  Some side effects may occur initially and then go away after you are taking the drug. Serious side effects may be long lasting and/or may never go away. (If applicable, you may need to include that there is a risk of death.) You should speak with your investigator immediately should any side effects occur during this study.
Known risks and side effects related to this drug include:
You should not become pregnant or father a baby while participating in this study. The drug you are taking may affect an unborn baby. Women should not breastfeed a baby while participating in this study.  You should use birth control while participating in this study. Check with the investigator about what kinds of birth control methods to use and how long to use them.  Some methods may not be approved for use in this study. Pregnancy testing may be required. 

If there is the potential for injury, give details about what to do and what will happen if this occurs. Give them contact information.

-If you are injured as a direct result of research procedures, you will receive reasonably necessary medical treatment at no cost.  The university does not provide any other form of compensation for injury. In the case of injury resulting from this study, you do not lose any of your legal rights to seek payment by signing this form.

Benefits:

Describe anticipated benefits from participation in this study.  The following are examples of what you might say. 

-The information we get from this study may help us to…

-If it is a survey:


You might learn more about yourself by participating in this study


You might gain a better understanding of your behavior relating to …. Examples:  physical activity, health, social aspects, self-esteem

-You may not benefit from taking part in this research  (studies regarding drugs or interventions)

Costs or Compensation:  (May not be applicable.)
Tell the participant if there are any costs for taking part in the study. 
-There is no charge for participation in this study.  Neither you nor your insurance carrier will be charged/billed if you take part. All costs will be paid by the sponsor(s) of this study.

Is there compensation for participating in the study?  If there is, describe the payment they will receive for participating.  You can pro-rate for those who withdraw early, though you should not make completion a condition of payment.  If there is no compensation, simply state that there is no compensation. 

-Samples or information taken during this study may be used for research and development purposes not related to your treatment or condition.  You will not have property rights or ownership interest in products or data which may be derived from your samples or participation.

Duration:

-It will take approximately 30-45 minutes to complete this survey.
-The pre-test will be given and then 1 month later the post-test will be given.

-The participant will turn in their exercise log once per month throughout the 6 month study period. 

Follow-up should be included in this section.  After the 6 month study period, the investigator will ask you to visit the clinic for follow-up exams for at least 3 months.

Statement of Confidentiality:
Tell the participant how you will keep their information confidential before, during and after the study. 
-You will be assigned a number at the beginning of the study.  Your name will never be used.

-Only the persons in charge will know your identity.  If this research is published or presented, absolutely no information that would identify you will be used.

-This information will be kept in the investigator’s files for (?) months/years and then destroyed.

Right to Ask Questions:

Inform the participant that they have the right to ask questions at any time during the process.  Give them information for the person(s) they need to contact to ask questions.  You may also include the following statement:
-For questions about your rights while participating in this study, you may contact the Institutional Review Board at Northeastern State University at 918-444-2917 or visit their web site at http://arapaho.nsuok.edu/~irb . 

Voluntary Participation and Right to Withdraw:

Tell the participants that they have the right to withdraw at any time without consequence or penalty.   
Survey example:

-Participation in this study is voluntary.  You may withdraw at any time and may also decline to answer any questions that you do not want to answer. You can end your participation at any time by telling the persons in charge/the investigator(s). 

Classroom example:

-Participation in this study is voluntary. You may choose to either take part or not to take part in the study. You may end your participation at any time by telling the person(s) in charge/the investigator(s). Participation, non-participation, or ending your participation will not affect your grade in any way.

Drug treatment example:

Taking part in this study is your choice.  You may choose either to take part or not to take part in the study. If you decide to take part in this study, you may leave the study at any time. (Include the following, if applicable.) No matter what decision you make, there will be no penalty to you and you will not lose any of your regular benefits.  Leaving the study will not affect your medical care.  You can still get your medical care from our institution.

My signature below indicates that I have read the information above and that I agree to participate in this study.  You will be given a copy of this consent form to keep with your records.
_______________________________________

_____________

Signature of Participant 

 


Date

_______________________________________


Printed Name of Participant 

_______________________________________

_____________

Investigator’s Signature




Date
