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INTRODUCTION

We invite you to take part in a research study called “[Title of Study]”.  You were selected as a possible participant in this study because you are a [Student/Resident/Fellow] at [Location/Hospital].  Please take your time to read this form, ask any questions you may have and make your decision.   

WHAT IS THE PURPOSE OF THIS STUDY?

This study is being done to….[Insert text]
The purpose of this study is….[Insert text]
Example:  (remove example when completing this form:

This study is being done to study the effect of a resident phone call to a patient within 2-3 days after hospital discharge to home. The purpose of the study is to see if the follow up phone call by a medical resident improves patient outcomes by improving patient satisfaction with their medical care, improve follow up with their primary care provider and decrease emergency room visits and re-admission to the hospital by answering questions and reviewing medications in detail.  

The study will also access the effects on attitudes and competence with practice-based learning and improvement and system-based learning of the residents who participate. 

WHAT ELSE SHOULD I KNOW ABOUT THIS RESEARCH STUDY?

It is important that you read and understand several points that apply to all who take part in our studies:

· Taking part in the study is entirely voluntary and refusal to participate will not affect any rights or benefits you normally have; 

· You may or may not benefit from taking part in the study, but knowledge may be gained from your participation that may help others; and

· You may stop being in the study at any time without any penalty or losing any of the benefits you would have normally received.

The nature of the study, the benefits, risks, discomforts and other information about the study are discussed further below.  If any new information is learned, at any time during the research, which might affect your participation in the study, we will tell you.  We urge you to ask any questions you have about this study with the staff members who explain it to you and with your own advisors prior to agreeing to participate.

WHO IS IN CHARGE OF THIS STUDY?

The primary investigator of this study is [Name of Investigator]
WHO CANNOT PARTICIPATE IN THIS STUDY?

You cannot be in this study if any of the following apply to you: 
· If you are involved in the design, data collection or interpretation of this study.  
· [Insert any other exclusion criteria]
HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?

About [X] residents will take part in this study, [at X Location(s)]
WHAT HAPPENS IF I AGREE TO BE IN THE STUDY?

Participation in this study is voluntary.
[Briefly describe what will happen to the participants in this study.  Explain what is standard curriculum and what procedures are considered research.]
Example (Remove example when completing this form):
You will be asked to complete an initial survey that evaluates your attitudes and competence in practice-based learning and improvement and system-based learning. The same survey will be completed at the end of the study. You will be involved with calling back patients 2-3 days after they are discharged to home. You will be provided with the tools necessary to make the follow up phone call. A phone tool script will be provided for your conversation with the patient. The purpose of the follow up phone call is to perform medication reconciliation, ensure follow up with their primary care provider and to answer any outstanding questions. This phone call should take no more than 15-20 minutes to complete. We will make every attempt to make you as prepared as possible to make the phone call and provide help if questions arise.    

HOW LONG WILL I BE IN THE STUDY?

We think you will be in the study for approximately [time frame in days, weeks or months]
You can stop participating at any time. 

WHAT ARE THE RISKS OF THIS STUDY?

There are no identifiable risks of participation.
ARE THERE ANY BENEFITS TO TAKING PART IN THE STUDY?

You may or may not get any direct benefit from being in this study.  We cannot promise that you will experience any benefits from participating in this study.  We hope the information learned from this study will benefit others in the future.

WHAT OTHER OPTIONS ARE THERE?
You always have the option to not be in this study.   If you decide not to be in this study there will be no affect on your residency training or evaluations.
WHAT ABOUT CONFIDENTIALITY?

Describe here how data will be collected, identified/de-identified, and who will have access to the data that is collected.

Example (remove example when completing this form):
Your program director will not be made aware of your participation in the study. It is completely voluntary. All information from this study will be kept in a locked file available only to the primary investigator or designee. You will not be identified by name in any publications resulting from this study.  No personal information will be collected other than your post-graduate status.  All survey forms will be anonymous. The only information you will provide is your current post-graduate year of training to allow comparisons between different levels of training.  Only the study investigator or his/her designee will have access to the forms you complete.  This information will not be shared by anyone in the residency program. 

WILL I BE PAID FOR PARTICIPATING IN THIS STUDY?

You will not be paid for being in this study. Materials and information obtained from you in this research may be used for commercial or non-commercial purposes.  It is the policy of [Hospital], MedStar Health Research Institute, MedStar Health, Inc. and its affiliated entities not to provide financial compensation to you should this occur.
WHAT ARE THE TIME COMMITMENTS AND COSTS TO PARTICIPATE IN THIS STUDY?
You do not have to pay anything to be in this study.   

Time Commitment:  

Example (remove example when completing this form):

You will be asked to make follow up phone calls to patients. We estimate each resident participant may have to make a total of five to ten phone calls for the study. Each call back is estimated to take 15 to 20 minutes. A brief survey will need to be completed at the beginning and end of the study.  The survey is estimated to take 10 minutes to complete.  These tasks will be done during your routine clinical assignments and will be part of your monitored duty hours.  
The total time commitment for this study will be X.[days, hours, months, etc.]
WHAT ARE MY RIGHTS AS A PARTICIPANT?

· You have the right to be told about the nature and purpose of the study; 

· You have the right to be given an explanation of the exactly what will be done in the study and given a description of potential risks, discomforts, or benefits that can reasonably be expected; 

· You have the right to be informed of any appropriate alternatives to the study; 

· You have the right to ask any questions you may have about the study;

· You have the right to decide whether or not to be in the study without anyone misleading or deceiving you; and without repercussions for your residency training, including assessment, evaluation and promotional decisions.
· You have the right to receive a copy of this consent form.  

By signing this form, you will not give up any legal rights you may have as a research participant.  You may choose not to take part in or leave the study at any time.  If you choose to not take part in or to leave the study, your regular education will not be affected and you will not lose any of the educational benefits you would have received normally.  We will tell you about new information that may affect your welfare, or willingness to be in this study.

WHO DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

For questions about the study contact the investigator, [Name of Investigator and Phone Number].  

For questions about your rights as a research participant, contact the MedStar Health Research Institute.  Direct your questions to the Office of Research Integrity at:
	Address:
	MedStar Health Research Institute
	
	Telephone:
	(301) 560-2192

	
	6525 Belcrest Rd.
	
	Toll Free:
	(800) 793-7175

	
	Suite 700
	
	Fax
	(301) 560-7336

	
	Hyattsville, MD 20782
	
	
	


SIGNATURES

As a representative of this study, I have explained the purpose, the procedures, the possible benefits and risks that are involved in this research study.  Any questions that have been raised have been answered to the individual’s satisfaction.

	Signature of Person Obtaining Consent
	
	Date of Signature


I, the undersigned have been informed about this study’s purpose, procedures, possible benefits and risks, and I have received a copy of this consent.  I have been given the opportunity to ask questions before I sign, and I have been told that I can ask other questions at any time.  I voluntarily agree to be in this study.  I am free to stop being in the study at any time without need to justify my decision and if I stop being in the study I understand it will not in any way affect my future in the educational program.  I agree to cooperate with (name of principal investigator) and the research staff and to tell them immediately if I experience any unanticipated problems.
	Participant’s Signature
	
	Date of Signature

	
	
	

	Signature of Witness
	
	Date of Signature
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