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CONSENT TO PARTICIPATE IN A RESEARCH STUDY

LIST COMPLETE TITLE HERE
Note: Highlighted sections are instructions/prompts to the investigator and should be removed from the final version of the consent form. Text in [square brackets] should be replaced with information that is specific to your study. Use lay language at a 6th grade reading level. 
Study to be Conducted at:
List each facility name





Address





City, State    Zip

Sponsor Name:

List sponsor name here (if applicable)
Principal Investigator:

List PI name and telephone number
KEY INFORMATION
You are being asked to participate in a research study. Participation in a research study is voluntary. The information in this consent form is meant to better inform you so you may decide whether or not to participate in this research study. Please ask the study doctor to explain anything you do not understand. 
Insert a concise summary of the study. Focus on key information that is most likely to assist a person in understanding the study and deciding why they might or might not want to participate. This includes, but is not limited to, the study purpose, the main risks and benefits, a description of how participation in the study would differ from routine care, and alternatives to the study.  
The Institutional Review Board of the Prisma Health has reviewed this study for the protection of the rights of human participants in research studies, in accordance with federal and state regulations.
PURPOSE
You are being asked to participate in this study because you have [insert type of disease/condition, specific circumstance, certain credentials, etc.].
The purpose of this study is …

Include the following; can be in paragraph or bullet format):
· Background information on the condition being studied;

· Purpose(s) of the study;

· Clear identification of what is investigational about the study and how it differs from routine care
· Approximate number of participants involved nationally and/or internationally;

This research study is being done because… choose an appropriate example, such as “currently, there is no effective treatment for this type of cancer,” or “it is not known which of these commonly used treatments is better.”
Your participation will last for [months/weeks/until a certain event].  Where appropriate, state that the study will involve long-term / life-long follow-up (i.e., the study will continue to collect information until the death of the participant).
If the study is part of a student’s thesis, dissertation or class project, insert this text:   

The study is being conducted as part of the [thesis, class project] requirements of [university, school of nursing, etc.].

HOW THE STUDY WORKS
Include the following:
· Clearly identify what is investigational about the study; describe all procedures to be followed and identify which procedures are experimental/investigational. Include the standard of care for this disease, if applicable (i.e., what the participant would receive if s/he were not enrolled in this study).
· A complete description of the procedures to be followed; organize this section in chronological order with a list of study visits and requirements.
· How the participant will be placed into study groups (i.e., randomized);
If your study involves randomization, please insert this language:

You will be “randomized” into one of the study groups described below. Randomization means that you are put into a group by chance. It is like flipping a coin (use if only 2 choices) or drawing straws (use if more than 2 choices).  Neither you nor your doctor will choose what group you will be in. You will have an (equal, one in three, etc.) chance of being placed in any group.
· If your study involves a collaboration, indicate which other institutions are involved, to what extent they are involved, what information/specimens they will receive, and any other information relative to the collaboration that would be important to the patient. 
POSSIBLE RISKS
There are no known medical risks related to participation in this study. The greatest risk is the possible release of your personal health information. Your study records are considered confidential, but absolute confidentiality cannot be guaranteed. This study may result in presentations and publications, but steps will be taken to make sure you are not identified by name.
If the study involves surveys, questionnaires, or diaries: Some of the questions in the choose one: [survey/questionnaire/diary] are personal and may be upsetting to some participants. The study doctor or staff will be available to discuss these questions should you have a concern or problem. You do not have to answer any questions that you do not want to answer. 

For studies that involve questionnaires or surveys asking about depression/suicide/other mental health issues OR 

For studies that involve medications that may cause depression/suicidal thoughts/other mental health issues, please insert the below language: 

If you are depressed or become depressed as a result of this study, steps will be taken to ensure that you are put into contact with someone who can help you. If you have any suicidal thoughts or tendencies, please contact the Suicide Hotline at 1-273-TALK (1-800-273-8255) or 1-800-SUICIDE (1-800-784-2433). If you feel in crisis, you can also call 911 or go to the nearest Emergency Room.
POSSIBLE BENEFITS

It is not possible to know whether or not you may benefit from participating in this study. The treatment or procedures you receive may even be harmful. The information gained from this study may be useful and may help others.

Include any benefits to the participant or others that may reasonably be expected.  

NEW INFORMATION
Your doctor will tell you about new information that may affect your willingness to participate in this research study. Alternatives, or other choices, concerning your care will be discussed at that time. 
There are no plans to share individual research results with you. (Alternately, explain the circumstances under which clinically relevant or individual research results will be disclosed to study participants. This may also be covered under the “Procedures” section of this consent form).
PAYMENT FOR PARTICIPATION 
To You:
OPTION 1. If the participant will not be paid for participating, include this text:

You will not be paid for participating in this study. 
OPTION 2. If the participant will be paid or reimbursed for any expenses, describe the payment schedule, method of payment, total anticipated amount, and any situations in which the subject would not be paid. If the patient will be reimbursed, specify for what expenses the participant will be reimbursed (e.g., hotel, travel expenses, etc.).
You will be paid [fill in details requested above]…
This statement must be included if funds to pay participants will flow through GHS:
To process your study payment, you will be asked to complete a W-9 form with your name, address, date of birth, and Social Security number. If you receive $600 or more for study participation in this research study, or a combination of studies at Prisma-Health Upstate in one tax year, Prisma-Health Upstate will send you an IRS Form 1099 for tax purposes.  

Insert this language if using the Greenphire ClinCard for payment method: 
You will be paid via ClinCard, a reloadable debit card. The ClinCard program is owned by a company called Greenphire. The study team will give Greenphire your name, address, date of birth and Social Security number as part of the payment system. Greenphire will only use this information to make sure you get paid.  Greenphire will not use your information for any other purposes, and they will not give or sell your information to any other company. The study team will provide you more information about the ClinCard program following study enrollment.  
VOLUNTARY PARTICIPATION
Participation in this research study is voluntary. You may refuse to participate or withdraw from the study at any time. If you refuse to participate or withdraw from the study, you will not be penalized or lose any benefits and your decision will not affect your relationship with your doctor or hospital.
For research involving Prisma Health employees, please include the following statement:
You are not required to participate in this study as a condition of your employment. Your participation is voluntary and should you choose to participate you may withdraw at any time. Any information that is shared as part of this research will not impact your continued employment at Prisma Health or impact any assessment or evaluation of your performance as an employee of Prisma Health.
CONFIDENTIALITY

Your study records are considered confidential (private), but absolute confidentiality cannot be guaranteed. Information may be kept on a computer. All records may be examined and copied by the Institutional Review Board of Prisma Health, and other regulatory agencies. This study may result in presentations and publications, but steps will be taken to make sure you are not identified by name.

CONTACT FOR QUESTIONS

For more information concerning this study and research-related risks or injuries, or to give comments or express concerns or complaints, you may contact the principal investigator, whose information is included below.
You may also contact a representative of the Office of Human Research Protection of Prisma Health for information regarding your rights as a participant involved in a research study or to give comments or express concerns, complaints or offer input. You may obtain the name and number of this person by calling (864) 455-8997.




Principal Investigator Name: ________________________








Telephone Number: _______________________________








