Template 2
Informed Consent for Social and Behavioral Protocols at Saint Francis Hospital and Medical Center

THIS IS ONLY A SUGGESTED FORMAT TO BE MODIFIED IN ACCORDANCE WITH SPECIFIC PROTOCOL REQUIREMENTS
Note:
• Model text is in bold.

• Instructions are in [italics].

• _______  Indicates that the investigator should fill in the appropriate information.

Please delete all instructions and unnecessary language before submitting the document to the IRB.
Study Title
You are being asked to take part in this study because you have  Condition    .  
        or

We are studying whether a particular     Therapy or procedure   is comparable to the known standard.

Please take your time to make your decision.
Why Is This Study Being Done?

The purpose of this study is to _______________________________________.

[Provide background information and the objective of the study including a statement which explains what information may result from the study.]
This research is being done because [Explain in one or two sentences.]

How Many People Will Take Part in the Study

[Indicate the approximate number of subjects to be involved in the study at this facility compared to the overall target subject population.]
About _________ people will take part in this study.

What Is Involved in the Study?

[Provide a description of the study with a simplified schema or calendar.  You must state all the procedures the subject will undergo and inform the subject which procedures are experimental.]
[For randomized studies (if applicable):]
You will be “randomized” into one of the study groups described below. Randomization means that you are put into a group by chance.  It is like flipping a coin.  Which group you are put in is done by a computer.  Neither you nor the researcher will choose what group you will be in.  You will have an     equal/one in three/etc.     chance of being placed in any group.
[For nonrandomized and randomized studies (if applicable):]
If you take part in this study, the following will be done:

[List procedures and therapies and their frequency. For randomized studies, list the study groups and describe categories of procedures for each group. If objectives include a comparison of interventions, list all procedures, even those considered standard.]
How Long Will I Be in the Study?

We think you will be in the study for     months/weeks, until a certain event     .
[Describe the total amount of time the subject will be directly involved with the study. Include the number of visits, frequency of visits, length of visits and any other information relevant to the subject’s commitment to the study.  Where appropriate, state that the study will involve long-term follow-up.]
The researcher may decide to take you off this study if __________________.
[List circumstances, such as in the participant’s medical best interest, funding is stopped, patient’s condition worsens, new information becomes available.]
You can stop participating at any time. However, if you decide to stop participating in the study, we encourage you to talk to the researcher and your regular doctor first.  [Describe any serious consequences of sudden withdrawal from the study.]
What Are the Risks of the Study?
Social risks:  There is a chance that people outside of the research team may learn of your study participation.  [If applicable; list risks such as issues in obtaining health, disability or life insurance, changes to employment, or a stigma within a given group or population.]

Psychological risks:  [If applicable; list any psychological risks, including suicidal tendencies.]
Economic risks:  [If applicable; list any economical risks which may occur presently during study participation or in the future following study participation.]

Legal risks:  [If applicable; list any legal risks which may occur presently during study participation or in the future following study participation.]

For more information about risks, ask the researcher or contact __________________________________.  [Reference information for the public, or other material on risks.]
[For research involving more than minimal risk: provide an explanation as to whether any compensation and/or medical treatments/therapies  are available if a risk occurs; what they consist of; and where further information may be obtained.]

What Safeguards Will Be Used?

[Describe safeguards to be used to protect the subject.]
Are There Benefits to Taking Part in the Study?

[Explain whether there will or will not be a direct benefit to the individual subject and if so include a description of the benefits.  Receiving free procedures or therapy, such as counseling, and compensation (financial or otherwise) are not considered benefits, therefore should not be listed.]

If you agree to take part in this study, there may or may not be direct benefit to you.  We hope the information learned from this study will benefit other patients with     type of Condition or issue     in the future.

[Explain benefits of protocol.]
What Other Options Are There?

You may not participate in this study if:

[List exclusion criteria]
Instead of being in this study, you have these options:
[List all reasonable alternatives including commonly-used therapy.  Also include an accurate description of the benefits and risks associated with each alternative listed.]

Please talk to your regular doctor about these and other options.
[Reference and attach information about alternatives.]
What about confidentiality?

[If private identifiable information will be collected on each subject, the following information must be included:]
Saint Francis Hospital and Medical Center conforms to the Health Insurance Portability and Accountability Act (HIPAA).  Your medical records will be maintained in accordance with state and federal laws.  Efforts will be made to keep your personal information confidential.  We cannot guarantee absolute confidentiality.  Private identifiable information about you may be used or disclosed for the purposes of this research project.  The information that may be used or disclosed includes the following: [include a detailed list of information to be used or disclosed].
This information may be used or disclosed by (list categories of people with access to this information, i.e., Principal Investigator and research staff):
Organizations that may inspect and/or copy your research records for quality assurance, data analysis, treatment, payment or other healthcare operations include:

[List relevant agencies, study sponsor, Institutional Review Board, etc.]

You have the right to access your medical records.  You may request that your medical record be released to your personal physician.  (Optional: By agreeing to participate in this study and by signing this authorization, you are agreeing not to seek access to your medical records for the duration of your participation in this study).  By signing this authorization, you are agreeing to the use or disclosure of your protected health information as described above.  If you do not agree to the use or disclosure of the information as described and therefore do not sign this authorization, you may not be entered in this study.

If, after signing the authorization, you change your mind, you have the right to revoke (cancel) your authorization in writing.  You will be withdrawn from the study.  However, your decision to withdraw your authorization will not affect your standard medical care or the commitment of your health care providers to administer care.

Please be aware that once private information is disclosed, it is subject to redisclosure by the recipient and can no longer be considered protected.  Data from this study may be used in publications or presentations.  The information will be de-identified so that individual subjects cannot be recognized and the information will no longer be considered Protected Health Information.

Include a statement that either:  1)  The use and disclosure of your Protected Health Information will conclude at the end of this study; OR 2)  There is no expiration date for the use and disclosure of your Protected Health Information.  

Please refer to the Saint Francis Hospital and Medical Center’s Notice of Privacy Practices for more information on how medical information about you may be used or disclosed.

What Are the Costs?

If applicable:  Taking part in this study may lead to added costs to you or your insurance company, and any costs not covered by your insurance will be your responsibility.

Saint Francis Hospital and Medical Center may not be financially responsible for costs associated with this study. Please ask about any expected added costs or insurance problems.

You will receive ________  (no) payment for taking part in this study.   [Indicate whether subjects will or will not be compensated for participation and the form of compensation.  Whenever possible the compensation schedule should be prorated such that subjects are not required to complete the entire study to receive any compensation.  If applicable, if the research may lead to a commercially valuable product, state the intent for the subject to share or not share in those profits.]
What Are My Rights as a Participant?

Taking part in this study is voluntary. You may choose not to take part or may leave the study at any time. Leaving the study will not result in any penalty or loss of benefits to which you are entitled.

We will tell you about new information that may affect your health, welfare, or willingness to stay in this study.

[Or when a Data Safety and Monitoring Board exists:]
A Data Safety and Monitoring Board, an independent group of experts, will be reviewing the data from this research throughout the study. We will tell you about the new information from this or other studies that may affect your health, welfare, or willingness to stay in this study.

If you change your mind after signing this consent, you have the right to revoke your consent, in writing, at any time.

Whom Do I Call if I Have Questions or Problems?

[The following paragraphs must be included in all consent forms.]:

For questions, concerns, or a research-related injury, please contact the Principal Investigator,     name(s)     at     telephone number    .

For questions about your rights as a research participant, use of protected health information, research related concerns or complaints, please contact the Saint Francis Hospital and Medical Center Institutional Review Board (which is a group of people who review the research to protect your rights) at 860-714-4068.  You may also write to: 


Institutional Review Board

     
Saint Francis Hospital and Medical Center

            114 Woodland Street


Hartford, CT  01605

You may also contact the Institutional Review Board to obtain information or offer input with an informed individual unaffiliated with this specific research protocol or in case you are not able to reach the research team, or wish to talk to someone not on the research team.  

 Optional:  You may also contact the following individual(s) to obtain information or offer input with an informed individual (may be the research coordinator) Name at Telephone number.
Where Can I Get More Information?

You may call ______________ for additional information.  [List the name of an individual (can be the PI) or organization which the individual may contact in order to obtain more information regarding the study and study related procedures.]
You will get a copy of this form. You may also request a copy of the protocol (full study plan).

Disclosure Of Benefits To Investigators Involved In The Study


[Investigator(s) must include a statement here indicating interest/relationship with sponsor and benefits which may be derived from participating in this study.]

Signatures

By signing this form I acknowledge that I have read or have had read to me this informed consent document and have been given the opportunity to ask questions and have them answered.  I voluntarily agree and consent to take part in this study as described in this document.
Participant _______________________________________
Date _______

Witness (or Person obtaining consent):___________________
Date _______

ASSENT STATEMENT 

[This must be included for research enrolling children who are under the age of 18.  A signature and date line for at least one parent must be included above in the signature section..  The IRB shall determine if the permissions of both parents are required unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child; or the permission of one parent is sufficient even if the other parent is alive, known, competent, reasonably available, and shares legal responsibility for the care and custody of the child.]
Your parent or legal guardian and doctor have talked to you about participating in this research study.  You can withdraw your participation at any time and your parent or legal guardian and doctor will not be mad at you.  You can ask any questions that you have about the study at any time.  

Signing your name at the bottom means that you agree to be in this study and that you have had all your questions answered.












____
Child Signature or Mark

     

Date
Patient's initials ________
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