


     



RESEARCH SUBJECT INFORMATION AND CONSENT FORM

TITLE:



PROTOCOL NR:




WIRB®
SPONSOR:


INVESTIGATOR:

This consent form may contain words that you do not understand.  Please ask the study doctor or the study staff to explain any words or information that you do not clearly understand.  You may take home an unsigned copy of this consent form to think about or discuss with family or friends before making your decision.
In this consent form, “you” always refers to the subject.  
If you are using LARs:

In this consent form, “you” always refers to the subject.  If you are a legally authorized representative, please remember that “you” refers to the study subject.

Consenting a child:  
In this consent form, “your child” is used to refer to the subject, because most of the subjects will be under the age of 18 years.  If you are over the age of 18, please read “your child” as referring to you, the subject.

Therapeutic Misconception Language:

Your doctor is also an investigator of this research study. As an investigator, your doctor is interested both in your clinical welfare and in the conduct of this study. Before entering this study or at any time during the research, you may want to ask for a second opinion about your care from another doctor who is not an investigator in this study. You do not have to participate in any research study offered by your doctor.

PURPOSE OF THE STUDY:
The purpose of this research study is to test the safety, tolerability, and effectiveness of the drug, DRUG NAME, when used to treat DISEASE NAME.  You are being asked to participate in this study because you have been diagnosed with DISEASE NAME, and may meet the study entry requirements.

DESCRIPTION OF THE STUDY
DRUGNAME is an investigational drug, which means it has not been approved by the U. S. Food and Drug Administration (FDA).  In this study, DRUGNAME will be compared to ___________, an approved drug, [and to placebo (a look-alike inactive substance)].  or other, depending on study design

Your participation in this study will last up to LENGTH OF TIME.  Approximately HOW MANY subjects will participate in this study.

PROCEDURES

If random: 

You will be randomly assigned (like the flip of a coin) to receive either ______________.  may also list as bullets if several arms.

You have _____ chance in ______ of being assigned to placebo, and ______ chance in _____ of receiving ______.  OR You have an equal chance of being assigned to any one of the groups.

If double blind:
Neither you nor the study doctor will know which study drug (OR PROCEDURE OR TREATMENT, ETC) you are receiving.  This information is available to the study doctor if needed in an emergency.  This is done (blinding) so that a fair evaluation of results can be made.

If single blind:
You will not know which study drug you are receiving.  This is done (blinding) so that a fair evaluation of results can be made.

If the study involves a research MRI: 
Pregnancy testing must be done within 48 hours of the MRI and this must be explained in the consent and assent (for minors).  Include this in procedures or under screening procedures.

RISKS AND DISCOMFORTS

Following is an example: 

Possible side effects associated with the use of DRUG NAME include headache, dizziness, sleepiness, nausea, and indigestion.  Allergic reaction to DRUG NAME is possible.  Serious allergic reactions that can be life-threatening may occur.

[Or side effect information supplied by sponsor]

There may be side effects which are unknown at this time.

Include risks and side effects for each comparator drug, if any.

Women who are pregnant or nursing a child may not participate in this study.  You must confirm that, to the best of your knowledge, you are not now pregnant, and that you do not intend to become pregnant during the study. If you are a woman of childbearing potential, a pregnancy test will be performed (when) to confirm that you are not pregnant. Before entering the study, you and the study doctor must agree on the method of birth control you will use during the entire study.  If you suspect that you have become pregnant during the study, you must notify the study doctor immediately.  Pregnant women will be withdrawn from the study because the risks to the unborn fetus from the study drug are not known.

[or other pregnancy language supplied by sponsor]
Drawing blood from your arm may cause pain, bruising, lightheadedness, and, on rare occasions, infection.

List risks of other procedures, if needed, especially any invasive procedure.

In addition to physical risks/discomforts, describe any psychological, social, legal, or financial risks that might result from participating in the research.

Include any significant physical or psychological risks to subjects that might cause the researcher to terminate the study, describe them.

If a treatment study:
Your DISEASE NAME may not get better or may become worse while you are in this study.
If the study involves randomization to a placebo:  

Discuss the risk of randomization and the fact that if they receive a placebo, they will not be receiving treatment for their condition.

If study drug is taken home:
Only you can take the study drug.  It must be kept out of the reach of children and persons who may not be able to read or understand the label.
You will be told about any new information that might change your decision to be in this study.

BENEFITS
Your DISEASE NAME may improve as a result of your participation in this study. If you are on a treatment protocol, you may benefit from the study treatment; however you may not receive any benefit or your condition could worsen. If you are receiving a placebo, you will not benefit directly.  However, there is no guarantee of this.

IF NOT A TREATMENT STUDY: 
This is not a treatment study.  You are not expected to receive any direct medical benefits from your participation in the study.  Describe the potential benefits to society.
The information from this research study may lead to a better treatment in the future for people with DISEASE NAME.

The following items should NOT be included as benefits in this section:

· Free study drug
· Additional medical visits (extra medical attention)
· Payment or reimbursement of expenses

· Parking

· Babysitting

COSTS

Study drug will be provided by the sponsor.  There are no charges for the study visits. [Or other list supplied by sponsor]  [if the subject is to be billed, need to tell them]

Do NOT include compensation for research related injury language in this section.

PAYMENT FOR PARTICIPATION  (only if paying, or if the protocol states you must inform subjects that you are not paying)
You will be paid $       if you complete all scheduled study visits.  If you withdraw from the study before completion, you will be paid $         for each completed study visit.  (payment to subjects should be pro-rated based on their participation.)
ALTERNATIVE TREATMENT
If you decide not to enter this study, there are other treatments available.  These include LIST  MAJOR DRUGS AND/OR THERAPIES.  The study doctor will discuss these with you.  You do not have to participate in this study to be treated for DISEASE NAME.
If not a treatment study:

Remove “treatment” from section title and add:  This is not a treatment study.  Your alternative is to not participate in this study.

AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES  (Do not omit this BUMC HIPAA language.)
Federal regulations give you certain rights related to your health information.  These include the right to know who will be able to get the information and why they may be able to get it.  The study doctor must get your authorization (permission) to use or give out any health information that might identify you. 
What information may be used and given to others?

If you choose to be in this study, the study doctor will get personal information about you.  This may include information that might identify you.  The study doctor may also get information about your health including:

· Medical and research records

· Records about phone calls

· Records about your study visits

 [ select additional from below as appropriate]
· Information about HIV/AIDS

· Information about hepatitis infection

· Information about sexually transmitted diseases

· Information about other reportable infectious diseases

· Records of physical exams

· Laboratory, x-ray, and other test results

· Diaries and questionnaires

· Records about study medications

· Records about any study device you received

· Information related to diagnosis and treatment of a mental health condition

· Records about any study drug you received

Who may use and give out information about you?
Information about your health may be used and given to others by the study doctor and staff.  They might see the research information during and after the study.

Who might get this information?

Your information may be given to the sponsor of this research.  “Sponsor” includes any persons or companies that are working for or with the sponsor, or are owned by the sponsor.
****information given to the sponsor should be de-identified (coded data given to sponsor with the BUMC PI holding the master code) unless specific justification is given and approved by WIRB to allow the BUMC PI to release /share identifiable information with study sponsor.  (This does not mean that the sponsor’s rep/CRO cannot come to BUMC to audit records.) The same policy applies to releasing samples to labs and repositories.  This portion of the consent should reflect this.

For this study, “sponsor” also includes:  [if no CRO or SMO, delete this line also.]

· [insert CRO name, an agent for the sponsor]
· [insert SMO name, an agent for the study doctor]
Information about you and your health which might identify you may be given to:

· The U.S. Food and Drug Administration (FDA)
· Department of Health and Human Services (DHHS) agencies
· Governmental agencies in other countries
· Governmental agencies to whom certain diseases (reportable diseases) must be reported
· The Boston University Medical Center Institutional Review Board and others at BUMC who review research
· The Western Institutional Review Board ® (WIRB®)
Do not routinely add the Sponsor, as the sponsor should not be given identifiable health information unless there is a specific reason to do so.
Why will this information be used and/or given to others?
Information about you and your health that might identify you may be given to others to carry out the research study.  The sponsor will analyze and evaluate the results of the study.  In addition, people from the sponsor and its consultants will be visiting the research site.  They will follow how the study is done, and they will be reviewing your information for this purpose.

The information may be given to the FDA.  It may also be given to governmental agencies in other countries.  This is done so the sponsor can receive marketing approval for new products resulting from this research.  The information may also be used to meet the reporting requirements of governmental agencies.

The results of this research may be published in scientific journals or presented at medical meetings, but your identity will not be disclosed.

The information may be reviewed by WIRB®.  WIRB is a group of people who perform independent review of research as required by regulations.

What if I decide not to give permission to use and give out my health information?

By signing this consent form, you are giving permission to use and give out the health information listed above for the purposes described above.  If you refuse to give permission, you will not be able to be in this research.

May I review or copy the information obtained from me or created about me?

You have the right to review and copy your health information.  However, if you decide to be in this study and sign this permission form, you will not be allowed to look at or copy your information until after the research is completed.

May I withdraw or revoke (cancel) my permission?

This permission will not stop automatically.  OR

This permission will be good until _______.
You may withdraw or take away your permission to use and disclose your health information at any time.  You do this by sending written notice to the study doctor.  If you withdraw your permission, you will not be able to continue being in this study.
When you withdraw your permission, no new health information which might identify you will be gathered after that date.  Information that has already been gathered may still be used and given to others.  This would be done if it were necessary for the research to be reliable.

Is my health information protected after it has been given to others?

If you give permission to give your identifiable health information to a person or business, the information may no longer be protected.  There is a risk that your information will be released to others without your permission.

CONFIDENTIALITY (Do not omit this BUMC HIPAA language)
Information from this study will be given to the sponsor.  “Sponsor” includes any persons or companies which are contracted by the sponsor to have access to the research information during and after the study.  De-identified: PI should hold the identifiers.
The information will also be given to the U.S. Food and Drug Administration (FDA).  It may be given to governmental agencies in other countries where the study drug may be considered for approval.  Medical records which identify you and the consent form signed by you will be looked at and/or copied for research or regulatory purposes by:

· the sponsor;

· an agent for the sponsor (if appropriate);
· an agent for the study doctor (if appropriate);
and may be looked at and/or copied for research or regulatory purposes by:

· the FDA;

· Department of Health and Human Services (DHHS) agencies;

· governmental agencies in other countries; 

· Boston University Medical Center; and

· the Western Institutional Review Board® (WIRB®).

Absolute confidentiality cannot be guaranteed because of the need to give information to these parties.  The results of this research study may be presented at meetings or in publications.  Your identity will not be disclosed in those presentations.
COMPENSATION FOR INJURY
***Note: The BUMC IRB cannot approve significant changes to the BUMC compensation language as part of the pre-review process.   Therefore, if the sponsor requires significant changes to the compensation language, then the protocol may require review by the BUMC IRB and will not be approved to be sent to WIRB. 

Add “BUMC Preferred Language for Industry Sponsored Studies” (Revised 06-25-09):

If you think you have been injured by being in this study, let [insert PI name and contact information] know right away.  You can get treatment for the injury at Boston Medical Center.  [Insert sponsor’s name] will cover the costs of treatment for a research injury; however, [insert sponsor’s name] will not cover the costs of treatment for research injury that is covered by your insurance or a government program.  A research injury is any physical injury or illness directly caused by your participation in the study.  If you are injured by a medical treatment or procedure that you would have received even if you were not in the study, that is not a research injury.  Payment for such things as lost wages, expenses other than medical care, or pain and suffering is not routinely available.  To help avoid injury, it is very important to follow all study directions.  You are not giving up any of your legal rights by signing this form.
OR, add “BUMC Preferred Language for Industry Sponsored Studies Involving Children” (Revised 06-25-09):
If you think your child has been injured by being in this study, let [insert PI name and contact information] know right away. Your child can get treatment for the injury at Boston Medical Center. [Insert sponsor’s name] will cover the costs of treatment for a research injury; however, [insert sponsor’s name] will not cover the costs of treatment for research injury that is covered by your insurance or a government program.   A research injury is any physical injury or illness caused by your child’s participation in the study.  If your child is injured by a medical treatment or procedure that your child would have received even if he/she were not in the study, that is not a research injury.  Payment for such things as lost wages, expenses other than medical care, or pain and suffering is not routinely available.  To help avoid injury, it is very important to follow all study directions.  You and your child are not giving up any of your legal rights by signing this form.

VOLUNTARY PARTICIPATION AND WITHDRAWAL
Your participation in this study is voluntary.  You may decide not to participate in this study.  If you do participate, you may freely withdraw from the study at any time.  Your decision will not change your future medical care at this site. 

Your participation in this study may be stopped at any time by the study doctor or the sponsor without your consent because:

· the study doctor thinks it necessary for your health or safety;

· you have not followed study instructions;

· the sponsor has stopped the study; or

· administrative reasons require your withdrawal.

If you leave the study before the final regularly scheduled visit, you may be asked by the study doctor to make a final visit for some of the end of study procedures.

SOURCE OF FUNDING FOR THE STUDY
Funding for this research study will be provided by [the sponsor].  

OR

The study doctor (investigator) is being paid by [the sponsor].
QUESTIONS
If you have any questions about this study or your participation in this study, or if at any time you feel you have experienced a research-related injury or a reaction to the study medication, contact:


Dr.        


Address


Phone
If you have questions about your rights as a research subject, you may contact:


Western Institutional Review Board® (WIRB®)


3535 Seventh Avenue, SW


Olympia, Washington  98502


Telephone:  1-800-562-4789.

WIRB is a group of people who perform independent review of research.

Do not sign this consent form unless you have had a chance to ask questions and have received satisfactory answers to all of your questions.

If you agree to participate in this study, you will receive a signed and dated copy of this consent form for your records.

CONSENT

I have read the information in this consent form (or it has been read to me).  All my questions about the study and my participation in it have been answered.  I freely consent to participate in this research study.
I authorize the release of my medical records for research or regulatory purposes to the sponsor, the FDA, DHHS agencies, governmental agencies in other countries, and WIRB®.

By signing this consent form I have not waived any of the legal rights which I otherwise would have as a subject in a research study.
________________________________________

Subject Name

CONSENT SIGNATURE:

________________________________________
__________________

Signature of Subject
Date

______________________________________
__________________

Signature of Legally Authorized Representative
Date

(Only for studies that will allow consent by LAR)

________________________________________
__________________

Signature of Person Conducting Informed
Date

Consent Discussion

------------------------------------ Use the following only if applicable ---------------------------------

If this consent form is read to the subject because the subject (or legally authorized representative for studies that allow the use of LAR) is unable to read the form, then an impartial witness not affiliated with the research or investigator must be present to sign and date the consent.  The signature of the impartial witness is simply verification that the subject himself/herself (or LAR if allowed) is signing and dating the consent form or making their “mark” (X).  The impartial witness cannot verify the subject’s understanding of the consent or accuracy of the explanation of the research.   The impartial witness signature block cannot be used for translations into another language.  A translated consent form is necessary for enrolling subjects who do not speak English.

                                                                                                                        

Signature of Impartial Witness                                                     Date
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