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RESEARCH SUBJECT INFORMATION AND CONSENT/AUTHORIZATION FORM

Miami Children’s Hospital
pg 1 format standard

Title:


Protocol No.:
[Standard heading plus institution tracking number]
Sponsor:  


Investigator:


SITE(S):


Sub-

Investigator(s): 

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 have an unsigned copy of this consent form to consider or discuss with family or friends before making your decision to allow your child to participate.  In this consent form the word “parent” will also represent the child’s legal guardian.

use the following if appropriate per protocol

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.
SUMMARY

· Your child is being asked to be in a research study.

· Your decision is voluntary.

· If you decide to allow your child to be in this study and then change your mind, your child can leave the study at any time.

· The [drug/device] in this study is experimental.  Not all risks or side effects are known.  Some of the side effects may be life threatening.

· The most common side effects of this study drug are: [list common side effects]

· Your child may receive placebo during this study.  The placebo looks like [drug] but has no medication in it.

· The treatment your child will receive in this study is not standard medical care and should not replace your child’s usual medical care from your child’s doctor.  OR This is not a treatment study.

· Your child will be in this study for about [time period] and have [number of visits] study visits.

· If you agree to allow your child to be in this research study, your child’s medical records will become part of this research.  They may be looked at or copied by the sponsor of this study or government agencies or other groups associated with the study.

· If your child is injured in this study, your child’s medical insurance may be billed in the usual manner, for any treatment your child needs, or for standard medical care that your child receives as a part of this study.  Your child’s insurance would then have access to the research records and would know that your child was in this study.  Your child’s insurance company may not pay for treatment associated with a research study, and your child’s participation could affect your child’s insurance coverage.

· You will not give up any of your/your child’s rights by signing this consent form.

SOURCE OF FUNDING

The study doctor (and/or) Miami Children's Hospital will be paid for your child’s enrollment in this study.  Such payment will be used to support research and  MACROBUTTON  AcceptAllChangesInDoc "[will/will not]"  be used to compensate the study doctor.  Miami Children’s will appropriately select prior to submission.
You may ask the study doctor how [he / she] may benefit from your child’s participation in this study.
If the Board determines that a significant conflict of interest on the part of the investigator exists which requires disclosure, standard wording will be inserted under a Financial Disclosure heading.

Research Purpose and Procedure:  [Instructions:  Describe in detail that the study involves research, give an explanation of the purposes for the research and the expected duration of the subject’s participation, a description of the procedures to be followed, and identification of any procedures which are experimental.  Adjust as needed for devices, vaccines]  

PURPOSE OF THE STUDY

Your child is being asked to be in this study because your child has [disease/condition/symptoms].  State the purpose of the study in non-technical language  The purpose of this research study is to test an experimental drug called [drug].  An experimental drug is also “investigational.”  This means the drug has not been approved by the U.S. Food and Drug Administration (FDA).
In this study, the safety of [drug], its effects on [disease/condition/symptom], and how well people tolerate it will be looked at.  It will be compared to placebo.  The placebo will look just like [drug], but has no medication in it.  Both [drug] and the placebo will be called “study drugs.” adjust as appropriate

If the study involves randomization, state this and explain the term. You cannot choose if your child will be on [drug] or placebo.  This is decided by chance.  Your child will have an equal chance of getting [drug] or placebo.  Or state XX chance in YY as appropriate.  You, your child, and the study doctor will not know which study drug your child gets.   Your child’s study doctor can find this out if it needs to be known in an emergency.  or modify if other than double blind design
Your child will be in this study about [time period].  Approximately [number of subjects] subjects will participate in this study.

PROCEDURES

Instructions:  Describe the procedures to be used in the study, acknowledging those that are experimental by using the word “experimental”
If the study involves multiple sessions with the subject, estimate the amount of time for each session, see following examples.
The following tests and procedures will be done at some or all of the study visits.

example

· Physical exam (all visits) – [approximately 30 minutes]

· Blood and urine sample collection for routine tests (visits 1, 2, 4, and 6) – [approximately aa minutes]
· Pregnancy test for all female subjects (visits 1 and 6) – [approximately bb minutes]

· Electrocardiogram (ECG - tracing of the electrical activity of the heart) (visits 1 and ) – [approximately cc minutes]
· Blood collection for viral load (visits 1, 3, and 6) etc.
These procedures are experimental and are only done for the research:

example

· (angiogram)  - [ 1 hour]
· (burr hole through your child’s skull)  - [ dd hours]
· etc.

If appropriate, state whether hospitalization is required.

If the study involves questionnaire or interview procedures, state that the subject is free to decline to answer any particular questions that make him/her uncomfortable or which may render him/her prosecutable under law, or in the methodology, show why such omission would seriously affect the reliability or validity of the instrument.

If any reportable tests are done (for example, hepatitis, HIV, STDs), indicate which tests and that positive results will be reported to the health department as required by state law.
RISKS AND DISCOMFORTS

Instructions:  Describe in detail, including likelihood of side effects.
FOR EXAMPLE:

Side effects can vary in terms of frequency and when they are likely to occur.  

Frequency:  

· A COMMON side effect occurs from 21 to 100 percent of the time.

· An OCCASIONAL side effect occurs from 5 to 20 percent of the time.

· A RARE side effect occurs 1 to 4 percent of the time.  

Timing (when they might occur):  

· Side effects listed as IMMEDIATE are likely to occur within 1 2 days of receiving the drug.

· A side effect which is listed as PROMPT is likely to occur within 2 3 weeks (before the next course).

· A side effect which is listed as DELAYED is likely to occur any time later during therapy 

· Any side effect listed as occurring LATE is likely to occur any time after the completion of treatment.

Describe any reasonably foreseeable or unforeseeable risks and/or discomforts to subjects.  If questions are to be asked that may be sensitive and produce discomfort (e.g., recollection of past stressful situations) so state this.  If some of the questions answered are incriminating, state that there is a risk of prosecution.   If there are no reasonably foreseeable risks, so state.  If this is a drug study, state that unforeseeable risks may include severe allergic reactions to the study medication, which may lead to death.
The most serious possible side effects of [drug] are:

· , etc.

· Allergic reaction to [drug] is possible.  Serious allergic reactions that can be life-threatening may occur.

Common side effects of [drug] are:

Occasional side effects of [drug] are:

Rare side effects of [drug] are:

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

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

If there may be risk to embryo or fetus, state this.  If the study involves drug use in women of childbearing potential, state whether there is a known risk to the embryo or fetus, based on human and animal studies.  State that the particular treatment or procedure may involve risks to the subject (and to the embryo or fetus, if the subject is or may become pregnant), which are currently unforeseeable.  If accurate, state that pregnant women are excluded and that a pregnancy test will be performed in women of childbearing potential before entry into the study.  If appropriate, indicate that female subjects should notify the investigator immediately if they find or suspect they are pregnant.  Include the contact name and telephone number.
If the risk to the embryo or fetus warrants it, state that, should the subject become pregnant, she may have to face the question whether to terminate the pregnancy.  For studies’ involving the use of drugs in women of childbearing potential, this statement is appropriate if:

a. there is evidence of human fetal risks, or

b. animal studies have revealed adverse fetal effects and there are no controlled human studies, or

c. no animal or human data is available on possible fetal risks and the drug is structurally similar to drugs with known fetal risks, or 

d. no animal or human data is available, the drug is in the early stages of development (e.g., Phase I), and it is not structurally similar to drugs without known fetal risks.
Use the following language as appropriate for this study.
Reproductive Risks
Females (girls) who are pregnant or nursing a child may not participate in this study.  If your child is pregnant or becomes pregnant, participation in this study may involve risks to a fetus.  It is unknown what effects this study medication will have on the embryo or fetus.  For this reason, subjects who are of childbearing age and are sexually active are asked to practice an effective method of birth control while participating in this study.  If your child is a girl who has started her periods, she may participate in this study only if she agrees not to attempt to become pregnant during the study.  By signing this consent form, you and your child confirm to the best of your knowledge that she is not pregnant.

Subjects on this study must use an effective birth control method.  Examples of effective methods of birth control for this study include:  no sexual intercourse (abstinence), condoms and diaphragms and spermicidal foam or jelly.  You/your child agree to immediately notify the study doctor, (Dr. __________) if she becomes pregnant during the course of this study.  

If your child has recently delivered an infant, by signing this consent form, she agrees not to breast feed while on this study.

You and your child will get the results of any pregnancy test.
[or other pregnancy language supplied by sponsor]

Risks of Study Procedures
Drawing blood from your child’s arm may cause pain, bruising, lightheadedness, and, on rare occasions, infection.

Risks of other procedures if needed, especially any invasive procedure.  [List] 

Other Risks
IF A TREATMENT STUDY

Your child’s [disease/condition/symptoms] may not get better or may become worse while your child is in this study.

IF STUDY DRUG IS TAKEN HOME

Only your child 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.

BENEFITS

Describe any benefits to subjects or to others that may be reasonably expected from the research.
Your child’s [disease/condition/symptoms] may improve as a result of participation in this study.  However, there is no guarantee of this.

IF NOT A TREATMENT STUDY

This is not a treatment study.  Your child is not expected to receive any direct medical benefits from participation in the study.

The information from this research study may lead to a better treatment in the future for people with [disease/condition/symptoms].  Your child may benefit from the [physical exams, ECGs, lab tests] and other study procedures.

COSTS

Indicate if there are any additional costs to the subject as a result of participation in the study (e.g. extra clinic visits, tests or procedures).  If there are additional costs, state who will pay.  If not the sponsor or institution, state that the subject or subject’s insurance company will be billed in the usual manner.  The subject should check with his/her insurance company to find out whether they will pay for the additional costs.

EXAMPLES

All study-related costs associated with your child being in this study will be paid by the sponsor, [sponsor].  You or your child’s insurance company [will/will not] be charged or held responsible for the costs of your child’s routine care (the care your child would have received if your child were not in this study).

If insurance is to be billed for some of the research procedures:

Your child’s insurance company will be billed for medical treatment in the usual manner.  You should check with your child’s insurance carrier to find out whether they will pay for any additional costs.  Your child’s insurance company may not pay for treatment associated with a research study.  Your child’s participation could possibly affect your child’s insurance coverage.

PAYMENT FOR PARTICIPATION

If there is payment for participation, state this and the amount, and indicate that all such payment will be prorated in the event that the subject withdraws before completion of the study.
You will be paid [$total] if your child completes all scheduled study visits.  If your child leaves the study early, you will be paid [per visit $] for each completed study visit.

ALTERNATIVES TO PARTICIPATION

Indicate alternate procedures or courses of treatment, if any, that might be advantageous to the subject. If you decide not to allow your child to enter this study, there are other treatments available.  These include [list of alternatives].  The study doctor will discuss these with you.  Your child does not have to participate in this study to be treated for [disease/condition/symptoms].
[IF NOT A TREATMENT STUDY - REMOVE “TREATMENT”: FROM SECTION TITLE AND ADD]:  This is not a treatment study.  Your child’s alternative is to not participate in this study.

Use WIRB approved sponsor HIPAA language or WIRB standard with the noted exceptions.
AUTHORIZATION TO USE AND DISCLOSE PROTECTED HEALTH INFORMATION FOR RESEARCH PURPOSES

Federal regulations give you certain rights related to your child’s 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 your child.  

What information may be used and given to others?

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

· Past and present medical records

· Research records

· Records about phone calls made as part of this research

· Records about your child’s study visits

· Information (obtained during this research or already included in your child’s records) about

HIV / AIDS

Hepatitis infection

Sexually transmitted diseases

Other reportable infectious diseases
board to select from below, based on protocol

Physical exams

Laboratory, x-ray, and other test results

Diaries and questionnaires

The diagnosis and treatment of a mental health condition

· Records about any study drug your child received

· Records about the study device

Who may use and give out information about your child?

Information about your child’s 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.  They may also share the research information with [enter SMO name, an agent for the study doctor.  If no SMO, delete this sentence]
Who might get this information?

Your child’s information may be given to the sponsor of this research.  “Sponsor” also includes any persons or companies that are contracted by the sponsor, or are owned by the sponsor.  

For this study, “sponsor” also includes [insert CRO name, an agent for the sponsor].  If no CRO delete this line.
Information about your child and your child’s health which might identify your child 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
· Miami Children’s Hospital
· The Western Institutional Review Board® (WIRB®)
Why will this information be used and/or given to others?

Information about your child and your child’s health that might identify your child 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 child’s 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 a new product 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 child’s identity will not be disclosed.

The information may be reviewed by Western Institutional Review Board (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 child’s 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 decide not to give permission, your child will not be able to be in this research.  

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

You have the right to review and copy your child’s health information.  

May I withdraw or revoke (cancel) my permission?

Yes, but this permission will be good until the end of this research study (recommended) or will not expire.

You may withdraw or take away your permission to use and disclose your child’s health information at any time.  You do this by sending written notice to the study doctor.  If you withdraw your permission, your child will not be able to continue being in this study.

When you withdraw your permission, no new health information which might identify your child 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 child’s health information protected after it has been given to others?

If you give permission to give your child’s identifiable health information to a person or business, the information may no longer be protected.  There is a risk that your child’s information will be shared with others.

COMPENSATION FOR INJURY

State whether medical treatment for research related injury is available and the nature of the treatment.  State who will pay for the treatment.  If not the sponsor or the institution, state that the subject is responsible for finding out whether his/her insurance will cover this cost.  Additionally, state that the subjects or subject’s insurance company will be billed for the costs of such medical treatment in the usual manner; however, this does not waive the subject’s rights in the event of negligence.  State whether there is additional financial compensation for the injury beyond the cost of any medical treatment; e.g., to cover lost wages, inconvenience, or discomfort.

EXAMPLE

If your child is injured or becomes ill as a result of participation in this study, contact [study doctor name] at [telephone number] immediately.  Emergency medical treatment will be provided by the study doctor.  Your child’s insurance will be billed for such treatment.  The sponsor will pay any charges that your child’s insurance does not cover.  No other compensation is routinely available from the study doctor or sponsor.

By signing this consent form, you will not be waiving any of the legal rights which you or your child otherwise would have as a subject in a research study.

NEW INFORMATION

In most cases, include the following.
If significant new information is discovered during this research that the study doctor believes might change your decision to allow your child to be in this study, you will be given this information.
VOLUNTARY PARTICIPATION/WITHDRAWAL

Indicate that participation is voluntary and that the subject may refuse to participate without incurring any penalty or losing any benefits to which he/she is other entitled.
Your child’s participation in this study is voluntary.  You may decide not to allow your child to participate in this study.  If your child does participate, you may freely withdraw your child from the study at any time.  Your decision will not change your child’s future medical care.

You are free to seek care for your child from a physician of your choice at any time.  If your child does not take part in or withdraws from this study, your child will continue to receive care.

Indicate the circumstances under which the investigator may withdraw the subject from participation without regard to the subject’s consent.
Your child’s 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 child’s health or safety;

· you or your child have not followed study instructions;

· the sponsor has stopped the study; or

· administrative reasons require your child’s withdrawal.

If appropriate, describe the procedures for the subject’s orderly withdrawal.

If your child leaves 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.  

Add if appropriate
FOR WITHDRAWAL OF SAMPLES

If sample sub-study participation is optional, this section will be moved to a separate permission form specific to the optional sub study.
If you agree to allow your child’s tissue/blood/cells to be kept for future research, you are free to change your mind at any time.  (Note:  you would be contacted to authorize any future research.)  We ask that you contact [name of Principle Investigator] in writing and let the study doctor know you are withdrawing your permission for your child’s tissue/blood/cells to be used for future research.  The study doctor’s mailing address is on page 1 of this form.  Any unused tissue/blood/cells that are linked to your child will be destroyed. 

QUESTIONS

[Include the following paragraphs – adjust to fit protocol as necessary]

If you have any questions about this study or your child’s participation in this study, or if at any time you feel your child has experienced a research-related injury or a reaction to the study medication, contact Dr. [study doctor] at Phone [telephone number].
For more information concerning this study, study-related risks or injuries, and information regarding research subjects’ rights you may contact Raul Herrera, M.D., Chief Research Officer at 305-666-6511, ext. 8542. Please Note:  The  name may be removed or not included.
Or

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.

For questions regarding accountability and disclosure (sharing) of your child’s protected health information, you may also wish to contact the Privacy Officer at Miami Children’s Hospital at 1-800-521-8803.  Please Note:  The name may be removed or not included.
Do not sign this consent form unless you and your child have had a chance to ask questions and have received satisfactory answers to all of your questions.

If you agree to allow your child to participate in this study, you will receive a signed and dated copy of this consent form for your records.
[If appropriate] COMMERCIAL ISSUES

It is possible that samples obtained or information developed from this research study may lead to beneficial treatments, devices, new drugs, or procedures that are patentable.  There are no plans for you or your child to receive compensation or benefits from any future commercial use of information acquired or developed through participation in this research study.

PERMISSION TO PROCEED
Please do not sign anything until the person obtaining informed consent (the study doctor, or research coordinator) is with you.
I have read (or have had read to me) the information in this consent form and associated information.

I have been given the opportunity to ask questions about this study.  I freely agree to participate /allow my child to participate.
I authorize the use and disclosure of my/my child’s health information to the parties listed in the authorization section of this consent for the purposes described above. 
By signing this consent form, I have not waived any of the legal rights which I or my child otherwise would have as a subject in a research study.
Consent and Assent Instructions:

Consent:  Is provided by the Legally Authorized Representative for subjects under 18 years


or subjects 18 years and older unable to consent for themselves


Is provided by the subject IF subject is under 18 years but has Emancipated Minor status.

Assent:    Is not required for subjects 6 years and younger


Is required for subjects ages 7 through 12 years using the separate Assent Form


Is required for subjects ages 13 through 17 years using the Assent Section below

Name of Subject



(Typed or printed)
CONSENT SIGNATURE:

[In studies in which there is more than minimal risk with no direct benefit to the subjects, both parents are asked to sign, 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.]

If subject is a minor with emancipated minor status, use the Subject Signature line below for consent.
Name of Emancipated Minor Subject

Signature of Emancipated Minor
Date

(Typed or printed)
Name of Parent

Signature of Parent

Date

(Typed or printed)

(If available or required)
Name of Parent

Signature of Parent

Date

(Typed or printed)
If a parent is not signing to provide consent, use the Legally Authorized Representative (Guardian) lines below

Name of Legally Authorized Representative (Guardian)
(when applicable) 
Signature of Legally Authorized Representative (Guardian)

Date Signed 
(when applicable) 
Authority of Subject’s Legally Authorized Representative (Guardian) or Relationship to Subject 

(when applicable) 

Name of Person Obtaining

Signature of Person Obtaining

Date

Informed Consent 

Informed Consent

Name of Principal Investigator or

Signature of Principal Investigator
Date

Sub-Investigator (Typed or printed)

or Sub-Investigator
ASSENT SIGNATURES, For Subjects Ages 13 through 17 years:

Assent:

This research study has been explained to me and I agree to be in this study.

________________________________________
______________
________

Subject’s Signature for Assent
Date
Age (years)

I confirm that I have explained the study to the extent compatible with the subject’s understanding, and that the subject has agreed to be in the study.

________________________________________
__________________

Signature of Person Conducting Assent Discussion
Date

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

Use as appropriate – 

If this consent form (addendum) is read to the subject’s legally authorized representative / guardian because the legally authorized representative / guardian is unable to read the form, an impartial witness not affiliated with the research or investigator must be present for the consent and sign the following statement:

I confirm that the information in the consent form and any other written information was accurately explained to, and apparently understood by, the subject’s legally authorized representative / guardian.  The subject’s legally authorized representative / guardian freely consented to allow the subject to participate in the research study.  

Signature of Impartial Witness 



Date Signed 
Note:  This signature block cannot be used for translations into another language.  A translated consent form is necessary for enrolling subjects who do not speak English.

Institution wants the shaded data sets always included.





Modify my/my child as appropriate to protocol.









1
PAGE  
Page 14 of 14

