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Informed Consent to Participate in a Research Study
The Role of Speech-Language Pathologist in the Opioid Epidemic: Prevention, Assessment, Intervention, and Interprofessional Collaboration in the Educational Setting
Arianna Rigon, Ph.D., Principal Investigator

Key Information
You are invited to participate in a research study.  Research studies are designed to gain scientific knowledge that may help other people in the future.  You may or may not receive any benefit from being part of the study.  Your participation is voluntary.  Please take your time to make your decision, and ask your research investigator or research staff to explain any words or information that you do not understand.  The following is a short summary to help you decide why you may or may not want to be a part of this study.  Information that is more detailed is listed later on in this form.  

The purpose of the study is to define communication traits that children exposed to opioids are likely to exhibit during the preschool and elementary school years.  You will be asked to answer some questions about your experiences with children exposed to opioids (i.e., children who were born with Neonatal Abstinence Syndrome).  We expect that you will be in this research study for as little at 30 minutes and up to two hours.  The primary risk of participation is psychological distress, as you will be asked to answer questions about a topic that might be sensitive to some, together with fatigue and boredom. 
How Many People Will Take Part In The Study?

About 100 people will take part in this study.  A total of 300 subjects are the most that would be able to enter the study.

What Is Involved In This Research Study?

In this research study, we will conduct focus groups with professionals (speech language pathologist, teachers, etc) who have worked closely with children born with Neonatal Abstinence Syndrome from preschool to elementary school. You will be part of a focus group and will be asked questions about your experiences with children with Neonatal Abstinence Syndrome. Your answers will be audio and video recorded, and then transcribed and analyzed.
What Are Your Rights As A Research Study Participant?

You may choose not to take part or you may leave the study at any time.  Refusing to participate or leaving the study will not result in any penalty or loss of benefits to which you are entitled.  If you decide to stop participating in the study we encourage you to talk to the investigators or study staff first.
The study investigator may stop you from taking part in this study at any time if he/she believes it is in your best interest; if you do not follow the study rules; or if the study is stopped.
What About Confidentiality?

We will do our best to make sure that your personal information is kept confidential.  However discussions will occur in groups, and we cannot guaranteed confidentiality. Federal law says we must keep your study records private.  Nevertheless, under unforeseen and rare circumstances, we may be required by law to allow certain agencies to view your records.  Those agencies would include the Marshall University IRB, Office of Research Integrity (ORI) and the federal Office of Human Research Protection (OHRP).  This is to make sure that we are protecting your rights and your safety.  If we publish the information we learn from this study, you will not be identified by name or in any other way. 

What Are The Costs Of Taking Part In This Study?
There are no costs to you for taking part in this study.  All the study costs, including any study tests, supplies and procedures related directly to the study, will be paid for by the study.
Will You Be Paid For Participating?
You will receive no payment or other compensation for taking part in this study. 
Upon request, reimbursement of travel expenses might be available for individuals invited to participate in focus groups. You will be reimbursed with a check that will be mailed to you.
Who Is Sponsoring This Study?

This study is being sponsored by the West Virginia Department of Education.  The sponsor is providing money or other support to help conduct this study.  The researchers do not, however, hold a direct financial interest in the sponsor or the product being studied.

Whom Do You Call If You Have Questions Or Problems?

For questions about the study or in the event of a research-related injury, contact the study investigator, Arianna Rigon at (304) 696-7144 (After hours: (319) 333-6832).  You should also call the investigator if you have a concern or complaint about the research.
For questions about your rights as a research participant, contact the Marshall University Office of Research Integrity (ORI) at (304) 696-4303.  You may also call this number if:
· You have concerns or complaints about the research.

· The research staff cannot be reached.

· You want to talk to someone other than the research staff.

You will be given a signed and dated copy of this consent form.

SIGNATURES

You agree to take part in this study and confirm that you are 18 years of age or older.  You have had a chance to ask questions about being in this study and have had those questions answered.  By signing this consent form you are not giving up any legal rights to which you are entitled.

________________________________________________

    Subject Name (Printed)

________________________________________________            _________________

    Subject Signature                                                                                         Date

________________________________________________

    Person Obtaining Consent (Printed)

________________________________________________            _________________

     Person Obtaining Consent Signature                                                           Date

Subject’s Initials ________


