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[image: image1]INFORMED CONSENT DOCUMENT

RESEARCH STUDY TITLE: 

IRB STUDY NUMBER: [HATTON/IRB NUMBER]
[PROTOCOL NUMBER: IF APPLICABLE]

INVESTIGATOR (STUDY DOCTOR): 
24-HOUR TELEPHONE: 
[RESEARCH COORDINATOR TELEPHONE: IF APPLICABLE]

[SPONSOR: IF APPLICABLE]
TRIHEALTH STUDY SITE(S): [INCLUDE ALL TRIHEALTH STUDY SITE LOCATIONS]
NUMBER OF TRIHEALTH SUBJECTS:

[NUMBER OF TOTAL SUBJECTS:  IF APPLICABLE, IF STUDY ENROLLS SUBJECTS OUTSIDE OF TRIHEALTH]



Our doctors and researchers study diseases and other health problems.  They try to find better ways to help treat these health problems.  To do this, they need the help of people who agree to take part in research.  Your participation in this research study is completely voluntary.  No matter what decision you make, and even if you decide to discontinue your participation after you sign this informed consent document, there will be no penalty or loss of benefits to which you may otherwise be entitled.
BACKGROUND AND PURPOSE OF THE STUDY
You are being asked to take part in this research study because [describe in easy-to-understand language].
The purpose of this research study is to [describe in easy-to-understand language].
[If a study drug/study device is used, explain the regulatory status of the study drug/study device.  Explain if the drug/device is not FDA-approved for use in patient population.]
[Describe how the research may be controversial or objectionable, if applicable.]
STUDY PROCEDURES
You will be asked to spend about [amount of time] in this research study and will be asked to come to the study site for [number of visits] study visits. [There will also be [number of telephone visits] telephone visits. If applicable]
Study procedures include: [Include a description of research procedures and identify whether any of the procedures are experimental].
[If applicable: If approved by the study doctor, telemedicine visits may be used to conduct study visits (or portions of study visits) where your physical presence is not required for study-related procedures. [DEFINE AS NECESSARY: This includes, but is not limited to, screening, current and past medical history, and important safety information.] Telemedicine includes the exchange of healthcare information and services via telecommunication technologies, for example, audio, video, video-conferencing software etc. remotely, allowing you and the study doctor to communicate on parts of clinical care, including medical advice, reminders, education, and safety monitoring.] 
Personal health information will be collected from your medical chart and will be analyzed as part of the study.
RISKS AND DISCOMFORTS

[Include an explanation of the side effects and discomforts associated with the study drug/device AND the study procedures.]

[FOR DRUG/DEVICE STUDIES:  Present drug/device side effects as “very common”, “common”, and “rarely”.]

[FOR DRUG/DEVICE STUDIES, ADD SENTENCE:  The study drug/device may not help you.  If it does not help, your condition may get worse.]
All research has the potential risk for loss of confidentiality of your personal health information.
RISKS TO PREGNANCY, REPRODUCTION, UNBORN BABIES, AND NURSING INFANTS

If you are already pregnant or are breastfeeding, you cannot participate in this research study.  The drugs/device and procedures used in this research study may be unsafe for an unborn baby, an infant, sperm, and eggs.  If you are a woman of childbearing potential, you must agree to avoid pregnancy [insert duration as noted in the protocol].  If you are a man, you must agree to not conceive a child [insert duration of as noted in the protocol].  You need to speak to your primary care doctor/specialist about this issue.  If you do become pregnant during the research study or if you father a child during the research study, you should immediately notify the study doctor at the 24-hour telephone number on page 1 of this informed consent document.
UNKNOWN RISKS

There may be other risks that are unknown and currently unforeseeable.  Additionally, there may be unknown risks to an embryo or fetus if you are or become pregnant, or if your female partner becomes pregnant.
[FOR DRUG STUDIES, ADD:  There may be other side effects or risks that are unknown when taking this study drug alone or in combination with other medications.  Any drug could cause you to have an allergic reaction.]
BENEFITS
The study may or may not benefit you.  Information learned during the study may benefit patients in the future.
[Include a description of any known benefits to the subject or to others which may reasonably be expected from the research].
ALTERNATIVES
[Include an explanation of alternative procedures/treatments/interventions that a subject could receive such as standard of care, medications, etc.]  You do not have to be in this study.
OR
This study is for research purposes only.  You have the option to not participate in this research study.
COST OF PARTICIPATION
The study will pay for: [List what the study will pay for].
You and/or your insurance company will be responsible for the fees charged for your regular care and follow-up care just as if you were not enrolled in the study.  This means you are responsible for your co-payments and deductible just as you normally would be.
[CUSTOMIZE, IF APPLICABLE:  Additional office visits and/or tests or procedures are required to monitor your health for safety purposes as a result of your participation in this study.  These office visits and/or tests or procedures are billable to you and/or your insurance company.   This means you may be responsible for more co-pays and/or expenses than you would if you weren’t participating in this study.]
Before you decide to be in the study, you should check with your insurance company to find out exactly what it will pay for.
PAYMENT FOR PARTICIPATION
You will not be paid for participating in this study.
OR
[CUSTOMIZE, IF APPLICABLE:  You will receive a [SPECIFY GIFT CARD] for $[INSERT AMOUNT] for your time and inconvenience at the following times during the study: [LIST VISITS/WEEKS/MONTHS].
COMMERCIAL GAIN
Information from this study may lead to discoveries and inventions or development of a commercial product. The rights to these will belong to the sponsor.  You and your family will not receive any financial benefits or compensation from or have rights in any developments, inventions, or other discoveries that might come from this information.
CONFLICT OF INTEREST
This study is supported by TriHealth.
[ADD, IF APPROPRIATE:  TriHealth will be paid for your enrollment in this study.  Such payment will be used to cover the expenses of conducting the study.  The payment will support research and will not be used to compensate the study doctors.]
[ADD, IF APPROPRIATE:  The study doctor is a paid consultant for [name of company], the sponsor of this research study. This means that the study doctor receives payment for advising the sponsor, or for giving public speeches that relate to the sponsor or their products.]
[The IRB will determine if additional language is required in the informed consent document upon review of the investigator Conflict of Interest Questionnaire.]
IF YOU GET SICK OR INJURED DURING THE STUDY
During the study, if you experience any medical problems, suffer a research-related injury, or have questions, concerns, or complaints about the study, call the study doctor at the 24-hour telephone number listed on page 1 of this informed consent document.
If you need emergency care, go to your nearest hospital or emergency room right away or call 911 for help.   It is important that you tell the doctors at the hospital or emergency room that you are participating in a research study.
COMPENSATION FOR STUDY INJURY
You will not receive a payment automatically if injured during the course of this research study.  It is the policy of TriHealth to make all decisions about such payments on a case-by-case basis.  You have the right to obtain legal counsel.  Legal counsel will not be discouraged in any way.  You do not give up any of your legal rights by participating in this study.
STUDY DOCTOR AND IRB CONTACT INFORMATION
If you have any questions about this research study at any time, contact the study doctor at the 24-hour telephone number listed on page 1 of this document.

If you have any questions about or your rights as a research participant and/or concerns or complaints regarding this research study, you should contact the TriHealth Institutional Review Board (IRB) at (513) 865-5248.  The IRB is an independent committee established to help protect the rights of research participants.

CONFIDENTIALITY OF STUDY RECORDS

TriHealth will take reasonable steps to prevent the unauthorized release of your personal information.  The study staff will keep the records of this study private.  However, certain people may need to see your study records.  For example, the medical staff taking care of you in this study and hospital employees who need to know more about the study may see your research records.  The TriHealth IRB and the staff who work for the IRB may also need to see your research records.  Other individuals who may look at your records include people from the Ohio Department of Health, Food and Drug Administration (FDA), Office of Human Research Protection (OHRP), or other government agencies.  This means that absolute confidentiality cannot be guaranteed.
The researchers may publish what they find out from this study.  If they do, they will not let anyone know your name.  They will not publish anything that would let people know who you are.

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. 

FUTURE USE OF YOUR INFORMATION FOR SECONDARY RESEARCH 
[Include first or second paragraph as applies to the protocol]

Secondary research involves using biospecimens (samples) and health information collected for this research study for other (different) research studies.  At some point, information that could identify you will be removed from your biospecimens and health information collected for this study.  The biospecimens and health information may be used for secondary research studies without researchers asking for your permission to do the secondary research.  The secondary research may be on any type of disease or condition.  The secondary research may include whole genome sequencing (mapping your genetic code).  The secondary research may be used to develop new drugs or other products for commercial purposes.  If these products make money, there are no plans to share the money with you.
OR
Secondary research involves using biospecimens (samples) and health information collected for this research study for other (different) research studies.  At some point, information that could identify you will be removed from the biospecimens and health information collected for this study.  However, the biospecimens and health information will not be used for secondary research.
RESEARCH STUDY RESULTS

Research testing results, including clinically relevant research results, incidental findings, and secondary research findings, may not be given to you and/or your doctor(s) even if they may be relevant to your regular care.

[Describe any results that will be provided to participants.]

NEW FINDINGS
During the course of the research, you will be provided with any significant new findings that may affect your willingness to continue participating in this research study.

WITHDRAW OR REMOVAL FROM THE RESEARCH STUDY
If you decide to withdraw from this study, notify the study doctor at the 24-hour telephone number listed on page 1 of this informed consent document so that you can stop safely.  [Include a description of the list of consequences from withdrawal (for example, increased risk of worsening of symptoms, withdrawal, any need to taper study drug).]
The study doctor may take you out of the study without your permission.  Possible reasons include:


· If your health changes and the study is no longer in your best interest

· If you do not follow study requirements
· If the study is stopped by the sponsor

· If new information becomes available

If your participation in the study ends early, you may be asked to visit the study doctor for a final visit.

TRIHEALTH EMPLOYEE PARTICIPATION
If you are a TriHealth employee, you are under no obligation to participate in this study.  Your decision to participate is completely voluntary and will not affect your employment or employment benefits, nor would your decision to withdraw from the study.   Any personal health information collected during the study will be used for study purposes only and will not affect your employment status or employment benefits.
CONSENT SIGNATURE

Before you sign this document, please ask any and all questions you have about this research study.  Your signature below means that you have read this consent document and that you understand the contents of this document and that all your questions concerning research study procedures, possible risks and benefits of this research study, and alternative therapies have been answered and you voluntarily agree to participate in this research study.  You will be given a signed and dated copy of this consent document.

______________________________________________________
Printed Name of Participant 

______________________________________________________


             _____________

Signature of Participant









Date

[IF APPLICABLE]: CONSENT FOR PARTICIPANTS WHO REQUIRE THE USE OF A LEGALLY AUTHORIZED REPRESENTATIVE:
______________________________________________________




Printed Name of Participant 

______________________________________________________



Printed Name of Legally Authorized Representative 


______________________________________________________


             _____________

Signature of Legally Authorized Representative 





Date


_______________________________________________________
Relationship of Legally Authorized Representative to Participant]

The person named below confirms that he/she has personally explained the nature, purpose, duration, and foreseeable effects and risks of the research study to the participant named above [or the person legally authorized to provide consent].  By signing below, this confirms that no research related tests or procedures have been conducted prior to obtaining consent.

______________________________________________________

Printed Name of Person Obtaining Consent*

______________________________________________________


             _____________

Signature of Person Obtaining Consent
                                                                           Date

*Only those approved to obtain consent by the Principal Investigator as listed on the delegation of duties log may consent participants.
FOR THOSE WHO CANNOT READ OR WRITE

An impartial witness** is mandatory when a participant is unable to read or write.  An impartial witness must be present during the entire informed consent discussion.

Impartial Witness Statement:  I confirm that the information in the consent document was accurately explained to and apparently understood by the participant and that consent was freely given by the participant.

_________________________________________

Impartial Witness (Printed Name)
_________________________________________


__________________________
Impartial Witness (Signature) 




              Date

**Impartial witness – as defined by ICH-GCP guidelines, is a person, who is independent of the study, who cannot be unfairly influenced by people involved with the study, who attends the informed consent process if the subject or the subject legally authorized representative cannot read, and who reads the informed consent document and any other written information supplied to the subject
AUTHORIZATION FOR USE AND/OR DISCLOSURE OF PROTECTED HEALTH INFORMATION FOR RESEARCH
I authorize the study investigator and TriHealth, Inc. and its affiliates, Bethesda Hospital, Inc., The Good Samaritan Hospital of Cincinnati, Ohio and its affiliated Physician Practices (collectively referred to as “TriHealth”) to use and/or disclose my individually identifiable health information as described below for the research study described in this document.
I authorize the following person(s) or organization(s) to receive the information:
· The TriHealth Institutional Review Board, [INSERT NAME OF CENTRAL IRB, IF APPLICABLE] and TriHealth and its employees and agents who review human research to protect the safety of research participants.
· The US Food and Drug Administration (FDA) or any other governmental agency that oversees human research projects.
· The Sponsor/Cooperative Group for this study, [INSERT NAME(S)], and person(s) and organization(s) working on behalf of the Sponsor.
· The research organization that is managing this study, [INSERT NAME OF CRO].
· [LIST ANY OTHERS WHO ARE IDENTIFED IN THE PROTOCOL AND NEED TO RECEIVE OR HAVE ACCESS TO PHI FROM THIS STUDY].
· The Health Information Exchange utilized by TriHealth in order for authorized person(s) and organizations(s) to access or share your health information.
· The Principal Investigators and Co-Investigators of this research study, and the research staff.
· My treating physician and consulting physicians associated with this research study.
The following individually identifiable health information may be used and/or disclosed:  All medical records and other information concerning me which have been acquired in the past or are acquired during any treatment by TriHealth or the study investigator that are reasonably needed or anticipated to be needed for my participation in this research study, including all medical records and other information created during and/or for the research study.
I authorize the release of any information contained in the above records concerning treatment of drug or alcohol abuse, drug-related conditions, alcoholism, and/or psychiatric/psychological condition and/or psychiatric/mental health treatment and/or HIV, AIDS and/or AIDS related conditions.

Purpose or reason for the use and/or disclosure of the information:  To gather data needed for this research study as explained in the research study Informed Consent Document.
Refusal to Sign this Authorization:  If you refuse to sign this Authorization, you will not be permitted to participate in this research study as explained in the research study Informed Consent Document.

Re-disclosure:  I understand that the information used and/or disclosed as allowed by this Authorization could be re-disclosed by the person(s) or organization(s) receiving the information and, in those cases, may no longer be protected by Federal privacy law.  However, if the information disclosed pursuant to this Authorization includes alcohol or drug treatment records, the person(s) or organization(s) receiving the information is hereby notified that this information has been disclosed from records protected by Federal confidentiality rules (42 CFR part 2). The Federal rules prohibit such person(s) or organization(s) from making any further disclosure of this information unless further disclosure is expressly permitted by the written consent of the person to whom it pertains or as otherwise permitted by 42 CFR part 2.
Expiration:  This Authorization will expire at the end of the research study. The study does not end until all data have been collected, checked (or audited) and analyzed. Sometimes this can be years after your study visits have ended.  For example, this could happen if the results of the study are filed with a regulatory agency like the Food and Drug Administration.
Revocation: I understand that I may revoke this Authorization at any time by notifying both TriHealth and the study investigator in writing by sending a letter to TriHealth at:
Hatton Research Institute 

Attention: Director of Research 

Good Samaritan Hospital – Level 11, Unit J 

375 Dixmyth Avenue 

Cincinnati, Ohio 45220
AND by sending a letter to the study investigator at: 

[INSERT PI ADDRESS]
I understand that if I revoke this Authorization, it will not affect the uses and disclosures of my information by TriHealth or by the study investigator before receiving my revocation letter.  I understand that information given to the sponsor or any other authorized individuals before I canceled this Authorization may still be used by them.
________________________________________________ 


________________

SIGNATURE OF SUBJECT OR REPRESENTATIVE*                 


DATE 
*Printed name of subject’s representative, if applicable: ____________________________________ 
*Relationship of representative to subject: _______________________________________________
**Subject Date of Birth: _____/_____/__________ 

** Required in to verify identity of subject and locate the subject’s protected health information.
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - 

FOR INTERNAL PURPOSES ONLY HEALTH CARE PERSONNEL:  You must provide the subject with a copy of this signed authorization.
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This Informed Consent Document is approved for use by the TriHealth Institutional Review Board (IRB).  Only an IRB-stamped and approved document may be used.  Template Version:
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