INFORMED CONSENT FORM

Study Title:	Preferred Root Cause Analysis Techniques in the U.S. Medical Device Manufacturing Industry
[bookmark: _GoBack]Researcher:	Devin I. McElroy
Email Address and Telephone Number: 	dmcelroy1@capellauniversity.edu / 925-353-0042
Research Supervisor: 				Geoffrey Laendner, Ph.D. (doctoral mentor)
Email Address:					Geoffrey.Laendner@capella.edu
You are invited to be part of a research study. The researcher is a doctoral learner at Capella University in the School of Business and Technology. The information in this form is provided to help you decide if you want to participate. The form describes what you will do during the study and the risks and benefits of the study. 
If you have any questions or do not understand something in this form, you should ask the researcher. Do not sign this form unless the researcher has answered your questions and you decide that you want to be part of this study. 
WHAT IS THIS STUDY ABOUT? The researcher wants to learn about the preferred Root Cause Analysis tools and techniques in use in the life science manufacturing industry. 
The researcher also wants to know how people determine which tools and techniques are preferred when performing Root Cause Analyses in the life science manufacturing industry. 
WHY AM I BEING ASKED TO BE IN THE STUDY? You are invited to be in the study because you are:
· A Quality professional with 5+ years in the life science manufacturing industry
· Someone with hands-on experience using root cause analysis techniques
About 25 participants will be in this study. 
HOW LONG WILL I BE IN THE STUDY? If you decide to be in this study, your participation will last about 12 hours (approximately four hours will be spent completing surveys every other week, over a six-week calendar time period). You will have to come to no specified location or time(s) during the study. The study will occur 100% virtually over email and phone calls.
WHAT WILL HAPPEN DURING THIS STUDY? If you decide to be in this study and if you sign this form, you will do the following things:
· Complete three separate surveys (one every other week) about your preferred root cause analysis tools and techniques.
While you are in the study, you will be expected to:
· Follow the instructions you are given.
· Tell the researcher if you want to stop being in the study at any time. 

WILL I BE RECORDED? The researcher will not audiotape your phone calls. The researcher will not use an audiotape.
WILL BEING IN THIS STUDY HELP ME? Being in this study will not help you directly. Information from this study might help others in the life science industries to better understand root cause analysis techniques currently and in the future.
ARE THERE RISKS TO ME IF I AM IN THIS STUDY? No study is completely risk-free. However, we don’t anticipate that you will be harmed or distressed during this study. You may stop being in the study at any time if you become uncomfortable.
WILL I GET PAID? You will not receive any compensation from the researcher for being in the study.
DO I HAVE TO BE IN THIS STUDY? Your participation in this study is voluntary. You can decide not to be in the study and you can change your mind about being in the study at any time. There will be no penalty to you. If you want to stop being in the study, tell the researcher. 
The researcher can remove you from the study at any time. This could happen if: 
· The researcher believes it is best for you to stop being in the study.
· You do not follow directions about the study.
· You no longer meet the inclusion criteria to participate.
WHO WILL USE AND SHARE INFORMATION ABOUT MY BEING IN THIS STUDY? Any information you provide in this study that could identify you such as your name, age, or other personal information will be kept confidential. 
Your identity will be kept in strict confidence between you and the researcher. There are no research assistants working on this research project and, as such, will not be privy to any of your personally-identifying information. The doctoral mentor and doctoral committee will only be knowledgeable about your Participant ID (a unique identifier assigned to you by the researcher) and not to any personal information. The doctoral mentor may be asked to provide guidance regarding how to handle individual research participant questions or requests, but no personally-identifying information will be shared in that regard. However, more specific information regarding your job function, for instance, may be shared in those conversations if it is needed for the mentor to provide appropriate guidance during the research study.
In any written reports or publications, no one will be able to identify you as you will only be referred to by your Participant ID.
The researcher will keep the information you provide on a separate memory disk/drive for a personal computer and will be kept either in the researcher’s possession or locked in a fireproof safe and disconnected from the personal computer at all times when not in use. Any printouts will be kept in the researcher’s possession or locked in a fireproof safe at all times when not in use. During use, all electronic files will be viewed on a personal computer on a home network only and not on any public networks. The home network that will be used has 32-bit algorithm protection and includes current Norton Internet security software installed on the home computer that resists hacking and virus/malware attacks. The memory disk/drive dedicated to this research project will be removed from the computer drive when not actually performing research project duties on the personal computer.
Only the researcher, researcher’s supervisor, and dissertation committee will have access to your study data. Additionally, Capella University’s IRB, the Research Compliance Committee (RCC), or its designees may review your research records.
[bookmark: OLE_LINK3][bookmark: OLE_LINK5]WHO CAN I TALK TO ABOUT THIS STUDY? You can ask questions about the study at any time. You can call the researcher if you have any concerns or complaints. You should contact the researcher using the information listed on page 1 of this form if you have questions about the study procedures, study costs (if any), study payment (if any), or if you get hurt or sick during the study.
Capella University’s Institutional Review Board (IRB) has been established to protect the rights and welfare of human research participants. Contact us at 1-888-227-3552, extension 4716 or at irb@capella.edu for any of the following reasons:

1. You have questions about your rights as a research participant.
1. You wish to discuss problems or concerns.
1. You have suggestions to improve the participant experience.
1. You do not feel comfortable talking with the researcher.
You may contact the IRB without giving us your name. We may need to reveal information you provide in order to follow up if you report a problem or concern.
DO YOU WANT TO BE IN THIS STUDY? I have read this form, and I have been able to ask questions about this study. The researcher has talked with me about this study. The researcher has answered all my questions. I voluntarily agree to be in this study. I agree to allow the use and sharing of my study-related records as described above.
By signing this form, I have not given up any of my legal rights as a research participant. I will get a signed copy of this consent form for my records.

	
Printed Name of Participant

			
Signature of Participant		Date

I attest that the participant named above had enough time to consider this information, had an opportunity to ask questions, and voluntarily agreed to be in this study.

	
Printed Name of Researcher	

			
Signature of Researcher		Date
