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CONSENT TO PARTICIPATE IN A RESEARCH STUDY
LIST COMPLETE TITLE HERE
Reminder: Highlighted sections are instructions 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.
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 you want to participate in this research study. Please ask the PI (study doctor) to explain anything you do not understand. 
Insert a concise statement on why the patient is being asked to take part in this study. 
The researchers will be collecting some additional blood when you have routine blood drawn and some personal information that will include [Insert what personal information will be collected. For example, your age, some elements of your medical history and potentially results from other lab tests that may be relevant to this research.] There will also be some information collected from your medical record (if applicable). There will be no additional test, procedures or visits required as part of your participation. 
Your participation is voluntary, and should you choose not to participate, it will not impact the continued care you are receiving from your physician or Prisma Health. 
The Prisma Health Institutional Review Board has reviewed this study for the protection of the rights of human participants in research studies, in accordance with federal and state regulations.
PURPOSE
The purpose of this study [insert purpose of study here].
STUDY PROCEDURES
· [In a bulleted list, insert study procedures] 
POSSIBLE RISKS
Blood will be drawn using standard venipuncture techniques and there may be mild discomfort, bleeding or bruising associated with this procedure.
A possible risk is the unintended 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.

.

COST TO YOU FOR PARTICIPATING IN THIS STUDY
There is no cost to you for participation in this research.
PAYMENT FOR PARTICIPATION (change if applicable).
You will not be paid for participating in this study. 
RESEARCH RESULTS (change if applicable).
There is no plan to share the results of any testing done for the purposes of this research with participants. 
VOLUNTARY PARTICIPATION
Participation in this research study is voluntary. You may refuse to participate or withdraw from the study at any time. [Insert specific instructions on how a patient can withdraw here.] 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.

AUTHORIZATION TO USE AND DISCLOSE (RELEASE) MEDICAL INFORMATION

As part of this research study, the study doctor and his/her research team will keep records of your participation in this study. These study records may be kept on a computer and will include all information collected during the research study, and any health information in your medical records that is related to the research study. The study doctor and his/her research team will use your health information to conduct this study. This study may result in scientific presentations and publications, but steps will be taken to make sure you are not identified.  
Some of the organizations/entities that may receive your information are:

· The Institutional Review Board, which is a group of people who review research with the goal of protecting the people who take part in the study. 
· Individuals from the organization or external accrediting or regulatory agencies that monitor research.

Under federal privacy laws, your study records cannot be used or released for research purposes unless you agree. If you sign this consent form, you are agreeing to the use and release of your health information. If you do not agree to this use, you will not be able to participate in this study.  Once your health information has been released, federal privacy laws may no longer protect it from further release and use. 
The right to use your health information for research purposes does not expire unless you withdraw your agreement. You have the right to withdraw your agreement at any time. You can do this by giving written notice to the study doctor. If you withdraw your agreement, you will not be allowed to continue participation in this research study. However, the information that has already been collected will still be used and released as described above. You have the right to review your health information that is created during your participation in this study. After the study is completed, you may request this information.

If you have any questions about the privacy of your health information, please ask the study doctor.
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 Prisma Health Office of Human Research Protection 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.

CONSENT TO PARTICIPATE

The study doctor, ____________________________________________, has explained the nature and purpose of this study to me. I have been given the time and place to read and review this consent form and I choose to participate in this study.  I have been given the opportunity to ask questions about this study and my questions have been answered to my satisfaction. I have been given the opportunity to review my study doctor’s Notice of Privacy Practices. I agree that my health information may be used and disclosed (released) as described in this consent form. After I sign this consent form, I will receive a copy of it for my own records. I do not give up any of my legal rights by signing this consent form.

_____________________________________________

Printed Name of Participant

_____________________________________________  

_____________

____________

Signature of Participant





Date


Time

_____________________________________________

Printed Name of Investigator

_______________________________________________
_______________
___________
Signature of Investigator





Date


Time

Principal Investigator




Phone

Co-Investigators 




Phone





Principal Investigator Name: ________________________








Telephone Number: _______________________________









