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Study # 
                               Approval date:  Init. SK/vb
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Title with Protocol Number and date



WakeMed Health & Hospitals

3000 New Bern Ave., Raleigh, NC
CONSENT TO PARTICIPATE IN A RESEARCH STUDY

Title:

*Protocol # and Date:

Principal Investigator:
<Name>


<Address>


<Telephone Number>

Co-Investigator(s):
<Name>


<Address>


<Telephone Number>

*Faculty Sponsor:
<Name>


<Address>


<Telephone Number>

Clinical Coordinator(s):
<Name>


<Address>


<Phone Number>

*Sponsor:
<Name>


<Address>


<Phone Number>

*May not be applicable in all studies

INSTRUCTIONS:  Each consent form submitted to the WakeMed Institutional Review Board must include the following information.  Instructions are shaded so that you can tell the difference between instructions and required information.  Please delete all shaded instruction areas prior to submitting this form to the IRB for review.  Boldface each heading (as indicated below); insert N/A if the information requested does not apply to your study.  Address each topic area sequentially and independently without relying on information you have previously covered. Define all abbreviations and terms not part of everyday language and use simple, straightforward sentences understandable by participants with a 6th grade reading level.  

Your participation in any research study is voluntary.  To decide whether or not you want to participate in a research study, you should understand the study risks and benefits to make an informed decision.  This process is known as informed consent. The purpose of this document is to give you information about the purpose, procedures, and possible benefits and risks of this study. This form also explains how your personal identifying and medical information will be used and who may see it.  

An institutional review board has approved the information in this consent document and has given approval for the study doctor to do the study.  An institutional review board is an independent committee established to help protect the rights of research subjects.  This does not mean the institutional review board has approved your participation in the study.  You must think about the information in this consent document for yourself.  You must then decide if you want to be in the study.

Please read this document carefully and do not hesitate to ask any questions you might have about this form or the study.  The form may contain words you do not understand.  Please ask the study doctor or staff to explain the words or information that you do not understand. You may have a copy of this form to review at your leisure and/or ask the advice of others. Once you understand the study, you will be asked to sign this form if you wish to participate.
Why is this research study being conducted?  What is the purpose?
INSTRUCTIONS: Describe the specific scientific objectives (aims) of the research.  Clarify for the participant if the research involves an investigational device or drug.  Describe previous work that provides a basis for the proposed research; gaps in that work, and how this research might offer useful results without undue risk to the participants.  
* (Include how many study subjects you estimate will be participating nationally and at WakeMed.)

What will I have to do if I am in this research study?
INSTRUCTIONS: Describe the study design in order of events; give a complete description of the procedures and treatment to be followed including those procedures/treatment performed as a standard of care and procedures/treatment that are performed solely for the purposes of research (i.e., research medications, to be administered and method, dose and frequency, post-treatment follow-up, surveys, interviews, etc.).  Include any additional diagnostic/follow-up tests that will be performed.  If randomization is to be used, the process of randomization should be explained in lay terms.  Discuss any drugs or devices that will be utilized in this study.  State where and when the research will be conducted.  Describe the amount of blood or spinal fluid to be collected needs to be described in terms of teaspoons or tablespoons.  If a placebo is being used, this needs to be explained and described as an inactive substance that is made to look like the experimental drug.  Consider attaching a flowchart or schema if the procedures and assessments are complex.  
(Include the following statement :)

*Those tests that are only part of the study protocol may be performed and interpreted at another facility and those results may not become part of your WakeMed records.  Your study records should be available to you through your Principal Investigator.

How long will I have to participate in this reach study – how many other participants will be in the study?
INSTRUCTIONS:  Describe how long the participant will be expected to stay in the study, the number of trips to the study site, etc.  
How are individuals selected for this research study? 
INSTRUCTIONS: (Describe eligibility criteria and explain why participants are eligible.  Explain how the participant was identified.  Ask participant to participate.  Explain in simple words.)
Begin with the following statement:

You will be eligible to participate in the study if you meet all of the following criteria:

Include the following statements, when applicable:
Women of childbearing potential:  If you are female of childbearing potential, you must use reliable methods of birth control; such as oral or barrier method contraceptives, birth control pills, intrauterine device (IUD), condoms, and/or diaphragm.

Women of non-childbearing potential:  Women of non-childbearing potential who have been surgically sterilized or are a minimum of one (1) year post-menopause, may participate in the study.


Male fertility and participation in the study:
The treatment used in this study could affect your sperm and could potentially harm a child that you may father while on this study.  If you are sexually active, you must agree to use a medically acceptable form of birth control to participate in this study.  Medically acceptable contraceptives include: surgical sterilization, or a condom used with a spermicide.  If your partner becomes pregnant during your participation in this study, you must inform your clinical coordinator immediately. 

Who should not participate in this research study?

INSTRUCTIONS:  (Include all listed in study protocol in simple words.)
Begin with the following statement:

You will not be able to participate in the study if you meet any of the following criteria:

What are the risks of this research study – what could go wrong?

INSTRUCTIONS: Include all listed in study protocol.  List and describe in simple terms, the potential risks, side effects and discomforts, including:  Physical risks, side effects and discomforts; emotional risks, side effects, and discomforts and privacy risks.  Describe what can or will be done beforehand to minimize risk or discomfort.  If this is a medication study, include all side effects that have been reported for each medication involved in the study.   

*Include statement that some risks may be unforeseeable.

What are the benefits of this research study?  

INSTRUCTIONS: Describe any benefits to the participants or others that may reasonably be expected from the research.  If there is not individual benefit for the study participant please explain this lack of benefit clearly.  
Note:  The FDA does not consider it a “benefit” to the subject that the study drug/device is being provided free-of-charge.

If I do not want to take part in this research study, what are my options?
INSTRUCTIONS:  Disclose and describe appropriate alternative procedures or courses of treatment that might be advantageous to the subject. State if there are none.  Provide information on the alternative should the participant select it.
*What if there is new information I should be informed about? 
INSTRUCTIONS:   Include a statement that any significant new findings developed during the course of the research which may relate to the participant’s willingness to continue participation will be provided to the participant.

*Are there any costs associated with this research study? 

INSTRUCTIONS:  State clearly additional costs to the participant that may result from participation in the research; i.e., who will pay for procedures, treatments, tests, drugs and evaluations, if applicable.  What will the subject have to pay for; what will the study sponsor pay for; what will the participant’s insurance company be billed for.

Include the following statement:

Any medical care determined to be necessary and usual by your physician for the treatment of your diagnosis not covered by this study will be billed to you or your insurance carrier.  Some insurance carriers and/or third-party reimbursement mechanisms may not pay for participation in research studies. If you are unsure what your insurance covers, you may want to call your insurance carrier.

Will my study doctor or members of the study team receive any type of compensation for this research study? Is there any reason why the study doctor or study team should not participate in this research study?
INSTRUCTIONS:  Disclose any Significant Financial Interest:  which includes anything of monetary value from a business entity including salary, payment for services, consulting fee, honoraria, equity ownership (stocks, options, notes, etc.) and royalty-bearing intellectual property rights (patents, copyrights, trademarks).  If none, so state.

The research consent form should briefly describe any apparent, actual or potential conflict of interest on the part of the Principal Investigator, co-investigators, faculty sponsors, clinical coordinators, their institutions or study sponsors and any possibility of commercialization of the research findings.  If none, so state.

Include a statement clarifying whether or not the Principal/Co-Investigators are being compensated for their role in this study.

Will I get paid for participating in this research study?
 INSTRUCTIONS:   If participants will be paid for their participation, include how and when those payments will be made.  If those participants will not be paid, so state.

What if I need to see another doctor while participating in this research study?
INSTRUCTIONS:   Include the following statement: 

If you seek care from another healthcare provider or facility during your study participation, you should inform that provider of your study participation and give them a copy of this informed consent.

Do I have to participate in this research study?
INSTRUCTIONS:  Include a statement that participation is voluntary and that refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled.  

Suggestion:  You hereby freely and voluntarily consent to participate in the study described above.  This consent is given based on verbal and written information provided to you and on the understanding that you are medically and physically qualified to participate in this study.  You understand that you do not have to participate in this study and that choosing not to participate will not affect your current or future medical care by your physician or this institution.

What are my rights as a research participant?
Include a statement that the participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled.   

Suggestion:  If you do not want to participate in this study, you do not have to.  If you do want to participate,however, you must sign this form.  You acknowledge that your participation is voluntary and you have been told that you are able to withdraw your consent and stop your participation in this study at any time.  If you do withdraw, it will not affect your current or future medical care by your provider or this institution.  

*Include the following statement:  You can revoke (take back) your consent by a written notice sent to the Principal Investigator (include address) at any time but you will no longer be entitled to participate in this study.

*Also include any anticipated circumstances under which the participant’s enrollment may be terminated by the principal investigator without regard to the participant’s consent. For example, you understand that your participation in this study may be terminated without your consent if (list reasons).
Why would I be taken off the study early?

INSTRUCTIONS:  If there are anticipated circumstances under which the participant's participation will be terminated by the investigator without regard to the participant's consent, disclose anticipated circumstances under which the participant's participation may be terminated by the investigator without regard to the participant's consent.  See Examples below:

· The study is cancelled by the sponsor.

· You are not able to attend the study visits required by the study.

· You fail to follow the study requirements.

Who may see, use or share my health information?
INSTRUCTIONS:  Provide a statement describing the extent to which the participant’s confidentiality will be maintained.  The statement should acknowledge the possibility that various entities (including the FDA) may inspect their personal health records.
Include the appropriate parts of the following statement:

You have the right to privacy. All information obtained from this research that can be identified with you will remain confidential within the limits of the law. You authorize your protected health information to be used and disclosed in accordance with the study protocol.  Your identifying information (e.g. name, address, social security number, date of birth) will not be revealed in reports or publications resulting from this study without your expressed consent.  WakeMed and/or the Principal Investigator for this study will allow the following organizations/individuals to review your study information/medical records:

· Monitors from the Food and Drug Administration (FDA)
· The study sponsor (identify the study sponsor)
· Members of the Institutional Review Board (IRB) at WakeMed
· Office for Human Research Protections in the U.S. Department of Health and Human Services
 (which include identifying information) created and maintained in conjunction with the research study when appropriate and necessary. These entities will treat such information as confidential; however, absolute confidentiality cannot be guaranteed.  Medical records created after the end of the research study or after you revoke this authorization will not be used or disclosed without your expressed consent except when required by state or federal law.

Explain how long data will be maintained, where, and how kept secure.

If audio an/or videotaping will occur, include a statement about what safeguards will be taken to ensure confidentiality.

If a description of this clinical trial is available on ClinicalTrials.gov, include the following statement:

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 study results. You can search this Web site at anytime.

What if I get hurt while participating in this research study?
Clearly state whether any compensation and/or medical treatments will be available if a research-related injury occurs and who will be responsible (i.e., if financial compensation will be provided by the study sponsor).  When applicable, explain financial compensation provided by the study sponsor.

Include the following statement:

If you feel you need medical care as a result of participation in this research study, you should contact the principal investigator, [insert name here], at [telephone number, which must allow 24 hour a day, 7 day a week access, and must state this] at [physical location].  Financial compensation for the cost of this care cannot be provided by WakeMed.  However, every effort will be made to make available to you the facilities and professional skills of WakeMed.  

Institutional Review Board (IRB) Approval:

Include the following statement:

The Institutional Review Board (IRB) at WakeMed has reviewed the protocol for this study using certain federal and local laws that relate to research and experiments involving human subjects.  However, approval of this protocol by the WakeMed IRB is not the same as endorsing this study or its consequences.

Contact Information:

List who the participant should contact for answers to pertinent questions about the research and research participants’ rights, and who to contact in the event the participant experiences a research-related injury to the subject.

Include the following statement: I understand that I may use the following contact information to reach the appropriate person/office (unanimously, if  you like) to address any questions or concerns I may have about this study.  I know:
	(  I can call…
	( At
	( If I have questions or concerns about

	Investigator:
	Phone:
	[Insert Contact #]
	( 
General questions about the study

( 
Research-related injuries or emergencies

( 
Any research-related concerns or complaints

	[Insert PI Name]
[Address]
	
	
	

	
	
	
	

	IRB Chair

Stephen D. Kicklighter, MD
	Phone:
	919-350-8795
	(
Rights of a research subject

(
Use of protected health information.

(
Compensation in event of research-related injury

(
Any research-related concerns or complaints.

(
If investigator/study contact cannot be reached.

(
If I want to speak with someone other than the Investigator, Study Contact or research staff.

	
	
	
	


Documentation of Informed Consent and Authorization
· I have read the information provided in this consent form and have been given enough time to consider the decision to participate in this study.

· This research study has been satisfactorily explained to me, including possible risks and benefits

· All my questions were satisfactorily answered

· I understand that participation is voluntary and that I can withdraw at any time.

· I am signing this consent form prior to participating in any research activities

· By signing this consent form, I acknowledge that I have not waived any of my legal rights or released any party from liability for negligence and I hereby authorize the Principal Investigator (insert name) or those that he/she may designate to perform the research described in this document.  

I understand that I will receive a signed copy of this consent form.

My authorization will expire at the completion of the research study.

_______________________________________
_________________

Signature of Research Participant 
Date

(including minor, if capable of consent)


_______________________________________

Print name of Research Participant
*If your study uses minors and adults unable to sign the consent, include the following line:

If participant is unable to sign or is a minor, complete the following:  Participant is minor _____ years of age/is unable to sign because:  __________________________________

___________________________________________________________________________

*If your study uses adults only and they are unable to sign the consent, include the following line:  

 Participant is unable to sign because: ____________________________________

__________________________________________________________________________

Legal Authorized Representative/Guardian

I give permission for the person I am authorized to represent to participate in this research study and for the use of associated protected health information as described above (HIPAA). 

_______________________________________
_________________

Signature of Guardian/Legally Authorized 
Date

Representative (required for all unemancipated

minor study participants)
(
Relationship to Subject * (This order must be followed. If there is a court appointed guardian, this is who needs to provide consent. If not, a health care proxy, followed by durable power of attorney and lastly, family members)


 FORMCHECKBOX 
 Court-Appointed Guardian

 FORMCHECKBOX 
 Health Care Proxy (Attach Proxy and ensure there is express authority to make health care decisions inclusive of research.)

 FORMCHECKBOX 
 Durable Power of Attorney (POA) (Durable POA may be limited to specific areas. Attach Durable POA and ensure it covers research.)


 FORMCHECKBOX 
 Family Member/Next of Kin, (in order of preference: spouses, parents and adult children) 


     Specify relationship___________________________  

_______________________________________
_________________

Printed Name of Witness
Date

_______________________________________
_________________

Signature of Witness
Date

****

“Either I have or my designee has explained to the study subject named above (or guardian/legally authorized representative) the nature of the research described above.  To the best of my knowledge, the study subject (or the guardian/legally authorized representative) signing this consent form understands the nature, demands, benefits and risks involved in participating in this research study.”

___________________________________________
_________________

Signature of Investigator or Person Obtaining Consent
Date

___________________________________________


Print Above Signature

Note:  If you are enrolled in this study, a copy of your informed consent will go into your medical record.  The original copy of your informed consent will go into your study file with the Principal Investigator.

*only use if criteria applies 
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