Title of Study:  


INSTRUCTIONS

HOW TO USE THE UMCIRB INFORMED CONSENT DOCUMENT TEMPLATE

When using this template, the following are key issues to which you must adhere:
· Items in [brackets and in purple] are instructions.  These must be replaced with protocol specific information and the words and brackets in purple must be removed before uploading the document into ePIRATE.  Any consent documents submitted with these instructions left in will immediately be returned to the PI and will delay UMCIRB review.
· Items (sentences or phrases) that are in black are required information that must be included in the consent document.

· All documents must be evaluated to ensure the reading level is no greater than sixth grade prior to uploading them into ePIRATE for UMCIRB for review. This means no technical or professional language; use of short sentences; and bullet points when possible.
· A copy of the consent document must be provided to the potential participant.  If they agree to take part in the research, you must document in the research record that a copy of the consent was provided to the participant. 
GENERAL REQUIREMENTS FOR THE INFORMED CONSENT DOCUMENT

The informed consent document is required by federal regulations to include specific elements.  This template is written so that when the participant reads the form (or has the form read to them) all of these elements are included. 
The consent form is written in a question and answer format.  The question is written from the perspective of the participant.  The answer is written from the perspective of the person obtaining informed consent.  Please make sure when copying information into the informed consent, that the use of the pronouns (you and I) are consistent throughout the document.  For a list of the elements that be must be included in the informed consent document and informed consent process, click here.
ADDITIONAL UMCIRB REQUIREMENTS
Listed below are important points to follow when constructing your informed consent document. 
1. All consent forms must be written in language that is understandable to the participant population.  Please utilize the following resources to improve the comprehension of the consent document: FDA Guidance on Informed Consent and OHRP Informed Consent Guidance;
2. All scientific, medical and technical terms should be defined or explained.  Utilize suitable substitute words or explanations from resources lists such as the Glossary of Lay Terms provided on the UMCIRB website;
3. Use the second person tense to refer to the participant throughout the consent document to enhance understanding.  The use of pronouns should be consistent throughout, and not switch from first to second person.  Refer to the participant as “you” and the investigators as “I” or “we”;
4. Use the term “research” or “research study” throughout the consent; do not use the term “treatment” or “therapy”;
5. Use short sentences, non-technical terms, and define all abbreviations or acronyms; 

6. Consent title must match exactly the title of the grant or contract and the title of the application submitted to the UMCIRB, unless a request to waive this requirement is made (along with an explanation of why this is being requested).
7. Use the headings and margins as designated by the template to ensure that you include all federally required information;

8. Allow for “white space” borders with generous margins; this makes the document easier to read and understand;  
9. Use lists, tables and charts to show complex schedules and study designs; these should all be uniform in format, when feasible;
10. Use large font type to improve readability (an 11 size font or larger); all text of the document must be of the same font;
11. Include the footer as is provided in the template:

a. Version # or Creation (or revision) date of the consent document,
b. Page number with the total number of pages on each page (Page 1 of 5, 2 of 5, etc.).  
The version date or number of the consent document will improve the tracking of document changes with amendments or revisions to the protocol.  Most sponsored research studies will provide a version date or number for the consent document.  In a non-sponsored study, the investigator may choose the initial submission date or Number 1, and the subsequent version date or number with each submitted change; 

12. The protocol number, title, and any other identifying information a sponsor may require should appear in the header on the top left hand corner of all pages (except page 1) so that each page may be separately identified; and 

13. Perform spelling and grammar checks on the informed consent document; you will also need to read the document carefully to identify correctly spelled words that are used incorrectly.
GENERAL INFORMATION, COMMENTS AND HELPFUL HINTS

· The UMCIRB may request a third party witness to the informed consent process (as required by 45 CFR 46.109) either randomly or if there is concern regarding the consent process.

· It is important that participants understand that the events outlined in the “Risks” section of the consent document should be reported to the PI immediately, if they occur.

· The investigator must reveal any conflicts of interest.  If there is a conflict of interest as identified by the ECU Conflict of Interest Disclosure information within the IRB application, then additional language may need to be inserted into the consent document as a part of the conflict of interest management plan.

· The investigator is encouraged to open lines of conversation related to therapeutic misconception, when the physician is also the research participant’s doctor.

· Investigators should consent participants with the IRB approved consent document that has the IRB approval and expiration date stamped on each page. The informed consent conversation must be documented in the participant’s research record.  (This conversation should occur and be documented each time there is communication with the participant.)
If any of the following scenarios apply to your research, you must include the language provided, as applicable:

Birth Control

“You must use adequate birth control measures to avoid pregnancy while participating in this study.  If you are unwilling to use adequate birth control measures, you should not participate in this study.  If pregnancy occurs, there could be risks to the fetus associated with the interventions, drugs or treatment you are receiving on this study.”
Risks associated with a male fathering children during a drug or device research study

“There may be unknown risks for males fathering children during participation in this research study.  You must use adequate birth control measures to avoid impregnating your female sexual partner while participating in this study.  If pregnancy occurs, there could be risks to the fetus associated with the drugs and treatment you are receiving on this study.”
Statement where there is a real or perceived conflict of interest 

“The Principal Investigator (or the sub-investigator, research staff member, or family member) has a potential conflict of interest that involves (provide a brief description of the conflict).  (ECU, institution’s name or office name) and (name or title of person with conflict) have developed a management plan to reduce any negative impact that would otherwise occur from the potential conflict of interest.  This plan has been reviewed by the University & Medical Center Institutional Review Board and found to be adequate to protect your rights.”
Please Note:  
The IRB cannot approve waiver or alteration of informed consent for research that poses greater than minimal risk.      

	East Carolina University
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	Consent to Take Part in Research that has

Potentially Greater than Minimal Risk

Information You Should Think About Before Agreeing to Take Part in This Research




Title of Research Study:      
(Add this information if this is an externally sponsored protocol)
Sponsor/Funding Source:           
Sponsor Protocol #:             

Principal Investigator:           
      
Institution, Department or Division (As Applicable):           
Address:      
Telephone #:      
Study Coordinator (If Applicable):       

Telephone #:     
[For all study consents where the target population consists of ECU or ECU Health patients, a name and date of birth line must be inserted on the first page of the consent document and the participant must be told that a copy of the consent document will be placed in their medical record—this explanation is found under “Who will know that I took part in research…” section below.]
Participant Full Name:  __________________________________Date of Birth:  ___________________                                            Please PRINT clearly
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Researchers at East Carolina University (ECU) [ and…add other institution(s) or facilities involved in the research, such as ECU Health Medical Center, Physicians East, etc.] study diseases, health problems, environmental problems, behavior problems and the human condition.  Our goal is to try to find better ways to improve lives.  To do this, we need help from people willing to take part in research.

This form explains why this research is being done, what will happen during the research, and what you will need to do if you decide to volunteer to take part in this research

[If this study is federally funded, you must add a concise and focused summary of information]
[A concise and focused presentation includes key information that is most likely to assist a prospective participant (or their legally authorized representative) in understanding the reasons why one might or might not want to participate in the research.  This is a new regulatory requirement and if this information is not included, the consent will be returned to you for edit.  This section should be no longer than half a page and include a very brief description of the purpose of the research (e.g., the condition under study or goal of the project), a brief summary of inclusion/ exclusion criteria that will be used to determine eligibility for the study, the time or other commitment required of the participants for participation in the study, and a list of the most common risks and benefits, if any. Examples of this summary can be found here.]
· The person who is in charge of this research is called the Principal Investigator.
· The person explaining the research to you may be someone other than the Principal Investigator.  

· Others who may be asking you to take part in this research include:

·   [Using bullet points, list, by title, other study personnel who may be obtaining informed consent]
· There may be other research staff members who perform some of the procedures.
· You may have questions that this form does not answer. 
· If you have questions, feel free to ask those questions to the person explaining the study, as you go along.
· You may also have questions later; feel free to ask those questions, as you think of them.  
· There is no time limit for asking questions about this research.
· Take your time and think about the information that is provided.  
· If you want, have a friend or family member go over this form with you before you decide.  
· If you choose to be in the study, then you will be asked to sign this form when you feel you understand the information provided.  
· If you do not want to take part in the study, tell the person explaining the research that you do not want to sign this form.  
You do not have to take part in this research study. That decision is yours and it is okay to decide not to volunteer.

[Add this statement if this study is targeting a patient population]
Should you agree to participate in this research, a copy of this document will be included in your medical record.

Why is this research being done?
The purpose of this research study is to...  [Tell the person, in lay terms, why the research is being conducted.]  By doing this research, we hope to learn [enter what research question you hope to answer by conducting the research].  

If this research falls within the jurisdiction of the Food and Drug Administration (FDA) (i.e., a clinical investigation), include the following sentence instead.  Otherwise, leave it out.
The purpose of this research is to gather information on how effective and safe using [state name of drug(s), device(s), biologic(s), etc.] might be.  The results of this research will be shared with the [if the study is externally funded, indicate who you will share the information with such as: company providing financial support for the research, the Food and Drug Administration (FDA) and other federal agencies, as required.] [Note, if this is a Phase I study, delete the word “effective” in the first sentence of this paragraph.]
Why am I being invited to take part in this research?

You are being invited to take part in this research because [Indicate the condition or circumstance that makes the person eligible for the study; specify this information. This statement may need to be, “you are a healthy volunteer.”  This statement may not be applicable for some social science studies.].  If you volunteer to take part in this study, you will be one of about _______ people to do so.  [If the study is being conducted in multiple sites, add the following phrase, “...one of about _____ people to do so nationally, and one of ______ at East Carolina University or “and one of ____ at ECU Health Medical Center".]
Are there reasons I should not take part in this research? 

[State in basic, lay language reasons a person could be excluded from volunteering, e.g.,” I understand I should not volunteer for this study if I am a smoker, under 18 years of age, or I am pregnant or trying to get pregnant.”.  Include only those events or conditions which would not be pre-determined by a review of records or by the decision of an attending physician, clinician, or professional person already providing services for the individual.  Include those events or conditions of which the potential participant would ordinarily be aware.]
Tell the study team if you are participating in another research study.  Some research studies will not allow an individual to participate if they are already participating in another study.

What other choices do I have if I do not take part in this research?
You have the choice of not taking part in this research study.  [This statement is sufficient if there are no other alternatives for participating in this research.]
[If there are alternatives, include the following information:

· Describe the procedures/treatments/interventions or services available to the person outside of the study.  (Do not state that the individual’s doctor or clinician will explain other treatments, options, etc. – that is your responsibility)
· If participants receive extra course credit, include another alternative to earn the equivalent of what is offered to be a research participant.

· A statement that they may discuss the alternatives with another professional, their minister, or their families.]
Where is the research going to take place and how long will it last?
The research will be conducted at [state the general facility such as the Mendenhall Student Center Building, ECU Health Medical Center, and DH Conley High School].  You will need to come to [state the site where the research will be conducted, including the room number, if possible] XXX (fill in the number) times.  Each of those visits will take about XXX [state in minutes or hours].  The total amount of time you will be asked to volunteer for this study is XXX over the next XXX [state in days, months, or years].  [If the individual will be followed for life, this should be stated in this section, e.g., we will continue to check on you by phone (or yearly visits) for the rest of your life.]
What will I be asked to do?
The following procedures will be done strictly for research purposes (If the research only involves investigational procedures, i.e., there is no “standard” services or procedures involved, revise the statement to read, “You are being asked to do the following:…”)
[Tell the participant what to expect.  Give a time line type description of the procedures that will be performed, the drug, devices, biologics, interventions, or services that will be administered, all office visits, clinic visits, hospitalizations, or outpatient visits that will be required.  Describe all procedures in lay language, using simple terms and short sentences.  .  For example, your explanation should include a description of the following, as applicable:
· Any tests, interventions or procedures that will be done, including the purpose of each (for example, depression scales, word association tests, blood tests, biopsies, etc.).  Be sure to briefly explain each test or procedure.  If there are multiple visits with different procedures occurring at each visit, it is suggested to list these in a table format, as separate paragraphs, or as bulleted items;
· Interviews or surveys that may be conducted, focus groups in which the person may be asked to take part;
· Diaries that may need to be kept;
· Any drug, device, or biologic that will be given to the person, the dose that will be given and the means of administration (IV, subdural, oral), and the FDA status of that article.

· Whether participants’ regular service or treatment will change in any way.

· Whether there are any procedures, screening exams, etc. that needs to be implemented before the research begins, including washout periods (“a period of time in which you stop taking your current medicine so that it does not react with the research drug”), stopping over-the-counter drugs or dietary supplements, a release form from a physician, etc.]
[If audio or videotaping will be used or photographs taken of the participant, include an explanation of who will be given access to these, whether the information will be identifiable, how long the tapes or photographs will be maintained, and if applicable, how they will be destroyed.  The participant should be given the opportunity to agree to opt in or out of these procedures unless it is integral to the research.]
(If this is a clinical or medical study, include the following, as appropriate)

The following procedures will be done as part of my routine care.  That means these procedures will occur even if I choose not to take part in this research.  The difference will be that the information gathered from these procedures will be used for research purposes:
What possible harms or discomforts might I experience if I take part in the research?
There is a chance this research may not help your condition.  Right now we do not know for sure it will help.  If it does not help, your condition/disease may get worse. There are always risks (the chance of harm) when taking part in research.  We know about the following risks or discomforts you may experience if you choose to volunteer for this study.  These are called side effects.  The following side effects are known to occur in some people:
Describe the known side effects associated with each of the procedures/interventions being implemented in this research.  It is helpful to group these risks by severity and by likelihood of occurrence.  Also indicate any side effect that may not be reversible, e.g., “peripheral neuropathy may occur as a result of using this drug and, unfortunately, the symptoms of this condition will not go away, even after you stop taking the medication.”
· List and explain the physical, psychological, and social risks/discomforts and when known, indicate the relative chances of occurrence for each.

· List and explain the risks/discomforts associated with the experimental drug, device, procedure or biologic and when known, indicate the relative chances of occurrence for each.

· When applicable, explain any risks that might be associated with a breach of confidentiality, including risks to employability, insurability, and/or criminal or civil liabilities.

· Include a statement that the particular treatment or procedure might involve risks to the participants, which are currently unknown and unforeseeable.

· Include a statement on reproductive issues and how this research may impact reproduction now or in the future.

Example of a risk table:

	Sample Table of Possible Side Effects

	Choose one of the columns below that best describes the risks or side effects the person can expect.
	Common

(Likely to happen to between 21-100 out of every 100 people)
	Occasional

(Likely to happen to between 5-20 out of every 100 people)
	Rare

(Likely to happen to between 1-4 out of every 100 people)

	Immediate

(Within 1-2 days of receiving the test article)  OR
	Short term

(Side effects will correct themselves without additional care)
	
	
	

	Prompt

(Within weeks after receiving the test article)  OR
	Reversible

(Side effects can be corrected with treatment & will not return)
	
	
	

	Delayed

(Likely to occur anytime while receiving the test article)
	Controlled
(Side effects can be controlled with medication or treatment)
	
	
	

	Late

(Anytime after receiving all of the test article)
	Irreversible
(impossible to reverse)
	
	
	


There is always a chance that you may experience some discomfort or harm when taking part in a research study, this study is no different.  We will do everything possible to keep you from being harmed.  There may be other risks or side effects that occur which we do not know about at this time.

It is important for you to tell us as quickly as possible if you experience any discomfort, harm or side effect as a result of taking part in this study.
Are there any reasons I might want to withdraw from the research or you might take me out of the research?  
During the study, information about this research may become available that would be important to you.  This includes information that, once learned, might cause you to change your mind about wanting to be in the study.  We will tell you about this kind of information as soon as possible.  This might include information about the side effects that are caused by taking part in this study.  If that happens, we can tell you about these new side effects and let you decide whether you want to continue to take part in the research.  

There may be reasons we would need to take you out of the study, even if you want to stay in the study.  Some of these reasons include:

· It is not safe for you to stay in the study;  

· The side effects are so severe that we need to stop the study or take you out of the study to decrease the risk of harm to you;  

· You do not or cannot take your medicine properly; or 

· You do not or cannot come for your study visits as scheduled.
If we find that the research might harm you or that it is not providing enough of a benefit to justify the risks you are taking, we will [explain what will happen if the person is withdrawn from the study.  Include an explanation of any tests, procedures, drugs, etc. that will be made available to the participant, should this occur.]  
What are the possible benefits I may experience from taking part in this research?
We do not know if you will benefit by taking part in this study.  (Add the following sentence if this is medical intervention)  We do not know if [the experimental drug, device, procedure, or biologic] will help your [disease / condition].  That is why we are doing this research.  This research hopefully will help us learn more about whether [the intervention, experimental procedure, drug, device, biologic] will help.
There may be no direct benefit to you from taking part in this research but the information we learn by doing this research may help others in the future.
Or

Other people who have [done the research procedures, taken the drug, used the device or biologic] have experienced [Explain potential benefits the person may reasonably expect.   Please note: receiving compensation for the time volunteered does not constitute a benefit and discussion of compensation does not go in this section.]… By taking part in this research study, you may also experience these benefits.
Will I be paid for taking part in this research?
We [will/ will not] be able to pay you for the time you volunteer to be in this study.  [If the participant is going to be compensated, payment must be based on the time volunteered – not on specific procedures.  These payments must either be provided in whole (regardless of whether the participant completes the study) or be pro-rated by visit/procedures, etc.  List the amount of money, other compensation, payment schedule, contingencies for payment, etc.  Explain any other costs you may be able to remunerate, such as parking fees, bus or taxi fare; childcare costs, or time away from work.  It is federal law that payments totaling $600 or more in a calendar year must be reported to the IRS for tax purposes.  The study team is responsible for including language in the consent explaining that participants receiving $100 or more for participating in a research study will be asked to provide their Social Security Number (SSN).  ECU has a Disclosure Statement that should be utilized for this process.  The statement should be added within the consent document but can be submitted as a stand-alone document that will be an appendix to the main study consent document.]  
What will it cost me to take part in this research? 
[Use only the following statements that apply to your research]
[If all costs of the research are being paid by the sponsor (including co-payments) the following statement is required:]

It will not cost you any money to be part of the research.  The sponsor of this research will pay the costs of:  [Explain exactly the costs for which the sponsor will pay.]  
[If the costs of the research are being paid by the sponsor but the individual will be responsible for the co-payments include these statements].  

Sometimes, as part of a research study, services/procedures/clinic visits [add the correct term, as appropriate] are needed that are not part of your routine care.  The sponsor of the research study has agreed to pay for these services/procedures/clinic visits.  You nor your insurance company, Medicare, or Medicaid will be billed for these services.  It will not cost you additional money to take part in this research study.  The following are the services/procedures/clinic visits that the sponsor will pay: XXXXXX (the specific procedures would need to be listed here).

[If the costs are associated with standard of care procedures and, therefore, passed on to the participant the following statement is required:]

You or your insurance company, Medicare, or Medicaid will be billed for the costs of routine services that are performed during this research study.  These costs are considered reasonable and necessary.  These services/procedures/clinic visits would be performed as part of your care, whether or not you take part in the research.  Therefore, you will be responsible for any deductible, co-payment, or co-insurance payments for these routine services/procedures/clinic visits.  However, you may want to verify with your insurer that these costs will be covered. 

[If the costs of the research procedures are going to be passed on to the participant, the following statement is required:]

You will be expected to pay for the following costs which result directly from the following research procedures:

Who will know that I took part in this research and learn personal information about me?
To do this research, ECU and the people and organizations listed below may know that you took part in this research.  They may also see information about you that is normally kept private.  With your permission, these people may use your private information to do this research:

· The medical staff who are taking care of you [remove this bullet point if this is not medical research]

· The research team, including (adjust as necessary) the Principal Investigator, study coordinator, research nurses, and all other research staff.  [Do not list the names of the research staff because they may change over the course of the study]

· All of the research sites’ staff.  This includes the research and medical staff at each site.

· The sponsors of this study.  [Include a description of any contract specific reasons for which the sponsor is using this information, such as monitoring the data, future research, etc.  If this study is not sponsored, delete this item.]
· Any agency of the federal, state, or local government that regulates this research.  This may include the Department of Health and Human Services (DHHS), the Food and Drug Administration (FDA), the North Carolina Department of Health, and the Office for Human Research Protections [add or delete agencies, as applicable, e.g. National Cancer Institute, Internal Revenue, Social Security Office].
· The ECU University & Medical Center Institutional Review Board (UMCIRB) and the staff who have responsibility for overseeing your welfare during this research;

·  ECU office staff who oversee this research.

· The people who work in Medical Records since a copy of this form will be added to your medical record.  

[If the research is being conducted in conjunction with an ECU Affiliate, another institution or a Clinical Research Office, add the following, as appropriate.  If not applicable delete these items.] 

· People designated by _____ (i.e., ECU Health, Physicians East, etc.);
· Individuals who serve on a committee called a data safety and monitoring board and its staff.

· The name the Clinical Contract Research Organization and its staff;
· Additionally, the following people and/or organizations may be given access to your personal information and they are: [Delete this bullet point if there is no one or no organization to list]
[If study is a clinical trial, include the following FDA element of consent:] 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web Site will not include information that can identify you. At most, the Web Site will include a summary of the results. You can search this Web site at any time.

How will you keep the information you collect about me secure and how long will you keep it?
[Include how long data and identifying information will be kept.  Be sure to address security measures for both physical data and electronic data.  If you are video or audio-recording information about the individual, indicate how long those mediums will be kept and if and when they will be destroyed.  It is important to tell the person if these recordings will be used for other purposes than this research, e.g., teaching, presentations, etc.  It should also be explained where applicable, that the information may be stripped of identifiers and use in future research without anyone knowing it is information from the participant.]
What if I decide I do not want to continue in this research?
Taking part in this study is voluntary.  If you decide you no longer want to be in this research after it has started, you may stop at any time.  You will not be penalized or criticized for stopping.  You will not lose any benefits that you should normally receive by quitting. 

What if I get sick or hurt while I am in this research?

If you need emergency care:  
Call 911 or [fill in appropriate number] for help.  It is important that you tell the doctors, the hospital or emergency room staff that you are taking part in a research study and the name of the Principal Investigator.  If possible, take a copy of this consent form with you when you go.  

Call the principal investigator as soon as you can.  He/she needs to know that you are hurt or ill.  Call [name of Principal Investigator] at [Telephone # where the person will most likely reach you] or [name of sub-investigator or person who can appropriately convey this information to you] at [Telephone # where the person will most likely reach the sub-investigator].  

If you do NOT need emergency care, but have been hurt or get sick:

Contact [name of the Principal Investigator] at [the best telephone number for the person to reach you.  Do not use an office number or answering service if these individuals cannot answer questions or are aware of the research.]  

Call the principal investigator as soon as you can.  As necessary, go to your regular doctor.  It is important that you tell your regular doctor that you are participating in a research study.  If possible, take a copy of this consent form with you when you go.

If necessary, the Principal Investigator or your regular doctor can assist you in identifying the appropriate place to get care.  
If you are harmed while taking part in this study: (If this is a sponsored study, it is the PI’s responsibility, when drafting the informed consent, to ensure the following information mirrors the language agreed upon in the contract document.)

For industry-sponsored studies, include the following statement:

If you believe you have been hurt or if you get sick because of something that is done during the study, you should call [Principal Investigator or medical supervisor’s name] at [insert telephone number] immediately.  There are procedures in place to help attend to your injuries or provide care for you.  The sponsor of this study has some funds available to pay for care for injuries resulting directly from being in this study, while ECU does not.

If your illness or injury is the result of the study drug or any procedure required by the study that you would not have undergone if you had not participated in the study, the sponsor will pay medical expenses for reasonable and necessary treatment. The sponsor is not responsible for expenses that are due to (a) the failure of the study team to provide appropriate care, follow expected standards, or act responsibly, (b) underlying illness or pre-existing medical condition, unless the underlying illness or medical condition is made worse by your participation in the study, (c) procedures which would have been performed even if you were not participating in the study, and (d) failure of the study team to follow the study plan or sponsor’s instructions regarding the study drug. 

(If the sponsor has indicated they will pay for research related injury, the following paragraph should also be added to the consent) If you are injured as a result of taking part in this study, the sponsor will pay for the costs associated with your care.  However, because the sponsor is required by federal law to report that payment to the Center for Medicare and Medicaid Services, ECU will be asked to release your identifiable information (including your social security number) to the study sponsor.  The sponsor will only use your information to meet federal reporting obligations and to make any payments to you.  ECU will request your authorization before it releases information to the sponsor.  You have the right to decline this authorization.  If you decline, you will not be able to receive payment to cover the costs of medical treatment of your research related injuries and therefore you will be responsible for those costs.


OR

For unfunded, federal, state, or foundation/non-profit studies, include the following statement: 

If you believe you have been hurt or if you get sick because of something that is done during the study, you should call [Principal Investigator or medical supervisor’s name] at [insert telephone number] immediately.  There are procedures in place to help attend to your injuries or provide care for you.  Costs associated with this care will be billed in the ordinary manner, to you or your insurance company.  However, some insurance companies will not pay bills that are related to research costs.  You should check with your insurance about this.  Medical costs that result from research-related harm may also not qualify for payments through Medicare, or Medicaid.  You should talk to the Principal Investigator about this, if you have concerns.
[If required, insert Sponsor’s statement about compensation for harm, here.]
Who should I contact if I have questions?
The people conducting this study will be available to answer any questions concerning this research, now or in the future.  You may contact the Principal Investigator,       at [insert telephone number] (days) or [insert telephone number] (nights and weekends).  
[If HIPAA authorization IS NOT INCLUDED in the informed consent document, the following language should be used:]
If you have questions about your rights as someone taking part in research, you may call the ECU University and Medical Center Institutional Review Board (UMCIRB) at phone number 252-744-2914 (days). [for research studies conducted through ECU Health also add “You may also contact the ECU Health Center for Research and Grants at research@ecuhealth.org] If you would like to report a complaint or concern about this research study, you may call the Director for Human Research Protections, at 252-744-2914 [for research studies conducted through ECU Health add…“and the ECU Health Risk Management Office at 252-413-4473”].

[If HIPAA authorization IS INCLUDED in the informed consent document, the following language should be used instead:]
If you have questions about the sharing of PHI related to this research study, call [Principal Investigator or medical supervisor’s name] at [insert telephone number]. If you have questions about your rights as someone taking part in research, you may call the ECU University and Medical Center Institutional Review Board (UMCIRB) at phone number 252-744-2914 (days). [for research studies conducted through ECU Health also add “You may also contact the ECU Health Center for Research and Grants at research@ecuhealth.org] If you would like to report a complaint or concern about this research study, you may call the Director for Human Research Protections, at 252-744-2914 [for research studies conducted through ECU Health add…“and the ECU Health Risk Management Office at 252-413-4473”].  In addition, if you have concerns about confidentiality and privacy rights, you may phone the Privacy Officer at East Carolina University at 252-744-5200 [for research studies conducted through ECU Health add…“and the Privacy Officer at ECU Health at 252-847-6545 or email ECUH_privacy@ecuhealth.org”]
Is there anything else I should know?
[If this research is funded wholly or in part by NIH and collects or uses identifiable, sensitive information, the following statement must be added:  Most people outside the research team will not see your name on your research record.  This includes people who try to get your information using a court order.
[If this research involves the collection of identifiable private information or identifiable biospecimens, one of the following statement must be added: 1) Identifiers might be removed from the identifiable private information or identifiable biospecimens and, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from you or your Legally Authorized Representative (LAR).  However, there still may be a chance that someone could figure out the information is about you.  or 2) Your information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future studies.]
[If clinically relevant research results, including individual research results, will be disclosed to the participants, describe under what conditions:  The following research results will be provided to you... (describe results to be disclosed to the participant)  These results will be shared with you… (when, under what conditions)]

[For research involving biospecimens, the following 2 sections should be included:] 

Will I receive anything for the use of my private identifiable information or identifiable biospecimens?

If the research conducted on your private identifiable information or identifiable biospecimens leads to a commercially valuable product, you will not be eligible for any of the profits either because it will be impossible to identify the information or biospecimen that led to the product or because you are transferring ownership of that sample [or if participants are eligible for profits, please describe].

Will my identifiable biospecimen be used for whole genome sequencing?  

Whole genome sequencing is the process of determining the complete DNA sequence of an individual at a single time.  However, further analysis must usually be performed to provide any biological or medical meaning of this sequence.  For this research, whole genome sequencing [choose one: will/will not] occur.

[Complete and include the following paragraph if there is a real or perceived conflict of interest. If there is no real or perceived conflict of interest please remove this paragraph.]

“The Principal Investigator (or the sub-investigator, research staff member, or family member) has a potential conflict of interest that involves (provide a brief description of the conflict).  (ECU, institution’s name or office name) and (name or title of person with conflict) have developed a management plan to reduce any negative impact that would otherwise occur from the potential conflict of interest.  This plan has been reviewed by the University & Medical Center Institutional Review Board and found to be adequate to protect your rights.”
[Add any other information you think is relevant to making an informed decision about whether or not to participate in the research.]

I have decided I want to take part in this research.  What should I do now?

The person obtaining informed consent will ask you to read the following and if you agree, you should sign this form:  

· I have read (or had read to me) all of the above information.  
· I have had an opportunity to ask questions about things in this research I did not understand and have received satisfactory answers.  
· I understand that I can stop taking part in this study at any time.  

· By signing this informed consent form, I am not giving up any of my rights.  
· I have been given a copy of this consent document, and it is mine to keep. 
Participant's Name (PRINT)                                 
Signature                          

Date  

[Add the following ONLY if the person is cognitively impaired and the IRB has approved use of this population.  The Legally Authorized Representative must sign the following statement:]
I am familiar with this person and his/her wishes.  I am, therefore, giving permission for___________________________ [print participant’s name] to take part in this research because I believe it is the choice he/she would make, if able.  

Legally Authorized Representative (PRINT)             Signature                 

Date 
Person Obtaining Informed Consent:  I have conducted the initial informed consent process.  I have orally reviewed the contents of the consent document with the person who has signed above, and answered all of the person’s questions about the research.










______________________

Person Obtaining Consent (PRINT)                      
Signature                                    
Date  
[Optional; unless required by the protocol:]












_____________
Principal Investigator   (PRINT)                           
Signature                                    
Date  

(If other than person obtaining informed consent)
Consent Version # or Date: COMMENTS   \* MERGEFORMAT ______________
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