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Sample Consent Form

(Revised 12/12/03)

Note: Block quotation statements are reminders for the author of the consent form and are not to be included in the consent form.

(Note:  Please use a 12 pt font for this document.  Margins should be 1”.  Please write the document in the 2nd person and keep the pronoun usage consistent throughout the document. Also, number each page of the consent form Page # of #, etc.  Leave an area approximately 1 inch by 2 inches on the bottom of the first page for the IRB approval stamp.)

TITLE OF RESEARCH:
Protocol for the Evaluation of the Safety and Efficacy of Trimycin vs. Hydrochlorothiazide in the Treatment of Essential Hypertension.

INVESTIGATOR:
Dr. John Doe

SPONSOR:
Wise Drug Company, Inc.

(If the protocol is being sponsored by departmental funds, please type Departmental Funds at UAB here, i.e. UAB Department of Medicine.)

For studies involving minors, rather than using “you/your child” throughout the consent, please insert the following in a text box after the sponsor and before the explanation of the study:  For Minors (persons under 19 years of age) participating in this study, the use of the term “You” refers to “You or Your Child” and addresses both the participant and the parent or legally authorized representative.

Explanation of Procedures

(Please use understandable, non-technical language at an 8th grade or lower reading level.  Include an explanation of the purpose of the study and a description of the procedures to be followed.  Include a statement indicating that the study involves research and identify any procedures that are experimental.  State the name of the Sponsor, if applicable.  If this is a Pilot, Phase I, II, III or IV drug study, include a statement that defines the phase of study.  Also include in this section, if applicable, the risks involved to the participant or fetus if the participant is or may become pregnant which are currently unforeseeable.)



You are being asked to participate in a research study designed to test how effectively an experimental medication, Trimycin, lowers blood pressure, as compared with the standard blood pressure medicine, Hydrochlorothiazide.  Wise Drug Company, the manufacturer of Trimycin, sponsors this research study.  Although Trimycin is available in Europe, it has not been marketed yet in the United States.  More than 200 people in other clinical studies in the United States have safely used Trimycin.  This is a Phase III study, which means this investigation will involve a large number of patients in common or routine treatment situations.

If you decide to participate, all your current blood pressure medicines will be stopped for one month. During this period, you will be given pills that usually have no effect on blood pressure (placebos), but occasionally do lower blood pressure.  During this time, your blood pressure will be closely watched and you will be required to return for office visits 3 times a week for the first week and two times a week during weeks 2, 3 and 4 to assure that it does not rise so high that it requires immediate treatment.  After the four weeks, if your pressure settles within the required range, you will be entered into the study.  If your pressure is not within the proper range, you will be disqualified from participation and given standard medical treatment.

If you qualify for the study, you will be randomly (like the flip of a coin) assigned by a computer to receive either Trimycin or Hydrochlorothiazide once a day by mouth.  This will be a double-blind study, which means that neither you nor your doctors will know which medicine you are receiving.  If medically necessary, there is a written procedure in the protocol for breaking the blind so your doctor can find out what drug you were randomly assigned to.  

The following periodic measurements will be made during the study: laboratory blood tests, urine tests, weight measurement, resting electrocardiogram, heart rate and blood pressure.  You will be asked to return to the clinic for 20 visits.  At each visit you will be asked if you have experienced any undesirable reactions and how you are tolerating the drug.

Because it is unknown whether the investigational medication affects mother’s milk or a developing fetus, breast-feeding and pregnant women are excluded from participation in the study.  Women of childbearing potential will be given a pregnancy test.  In addition, men and women must have been using an effective method of birth control before receiving the investigational medication.  You must also agree to continue to use this method for six (6) months following the administration of the medication (effective birth control is one of the following: avoid any activity that could cause you to become pregnant (abstinence), birth control pills, I.U.D., condom, sponge or diaphragm with spermicide or be surgically sterile).

Risks and Discomforts

(Include any foreseeable risks or discomforts to the participant.  When possible, quantify the risks involved.  If the study involves a placebo, define placebo and describe what complications may result and the precautions that will be taken to protect the participant during this time.)

The side effects of Trimycin are drowsiness, weariness and headaches.  Approximately forty (40) percent of persons receiving Trimycin experience drowsiness and weariness, and twenty (20) percent have headaches.  Hydrochlorothiazide can cause excessive potassium loss, a rise in a waste product in the urine called uric acid, a rise in blood sugar, and a lowering of red and while blood cells.  Approximately eighty (80) percent of persons taking Hydrochlorothiazide experience these side effects.

Benefits

(Include any benefits to the participant or to others that may reasonably be expected from the research.  If there is no potential benefit, that should also be stated.)

You may not personally benefit from your participation in this research; however, your participation may provide valuable information to the medical community about the treatment of high blood pressure.

Alternatives

(Include appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant.  An alternative may be to not participate in the study.)

There are many medicines on the market, that are used to treat hypertension such as Betasan, Enapror and Ditserin.  Dr. Doe will discuss these alternative medications with you.

Confidentiality

(Include the extent to which confidentiality of participants will be maintained.  If the federal government or any other sponsor will have access to the participants’ records, this should be included.  Also include the UAB IRB in this section.

The information gathered during this study will be kept confidential to the extent permitted by law.  However, your doctor, representatives of Wise Drug Corporation, the U.S. Food and Drug Administration (FDA) and UAB’s Institutional Review Board (IRB) will be able to inspect your medical records and have access to confidential information that identifies you by name.  The results of the treatment, including laboratory tests and X-rays may be published for scientific purposes; however, your identity will not be revealed.

If the consent form will be placed in the participant’s permanent medical record, a statement to that effect must be included in the consent form.   Only insert University Hospital and/or The Children’s Hopsital of Alabama, if applicable.
If you receive services in University Hospital or The Children’s Hospital of Alabama (TCHA) as part of this trial, this informed consent document will be placed in and made part of your permanent medical record at these facilities.

Only include the following paragraph in the consent form if the study is being conducted internationally and if applicable.

In addition, information from your medical record can be reviewed by foreign regulatory agencies (similar to the U.S. Food and Drug Administration) as provided in the International Conference on Harmonization – Good Clinical Practice Guidelines.  These agencies may include the European Commission and the Japanese Ministry of Health and Welfare.  A complete list of agencies may be obtained by calling the UAB IRB office at (205) 934-3789 or 1-800-822-8816 extension 4-3789 between the hours of 8:00 a.m. and 5:00 p.m. CT, Monday through Friday.  Should your medical record need to be reviewed by a foreign regulatory agency, a member of the UAB IRB staff will be present at the review of your medical record to ensure that the medical record is not removed; copied or identifiable information is recorded in any manner.

Use this paragraph for New Protocols and Renewals for the MSO Compliance Billing Program.

Information relating to this study, including your name, medical record number, date of birth and social security number may be shared with the billing offices of UAB and UAB Health System-affiliated entities so that claims may be appropriately submitted to the study sponsor or to your insurance company for clinical services and procedures provided to you during the course of this study.

Withdrawal Without Prejudice

(If applicable, include anticipated circumstances under which the PI without regard to the participant’s consent may terminate the participant’s participation.  Also include the consequences of a participant’s decision to withdraw from the research and procedures for orderly termination of participation by the participant.)

You are free to withdraw your consent and to discontinue participation in this project at any time without prejudice against further care that you may receive at this institution.

Significant New Findings

Any significant new findings that develop during the course of the study that may affect your willingness to continue in the research will be provided to you by Dr. Doe or his staff.

Cost of Participation

(Specify any costs the participant will have to bear as a result of participation in the research.  If there is no cost to the participant, this should be stated also.  If standard medical care is being provided during the study include a statement that the costs of regular care will be billed to the participant’s insurer in the usual manner.)

There will be no cost to you from participation in the research.  All study related medications, examinations and medical treatment will be provided at no cost during the six-month study period.  The costs of your standard medical care will be billed to you and/or your insurance company in the usual manner.  

Payment for Participation in Research

(Specify the amount a participant will be paid for participating in the study.  Payments should be based on the risks, discomfort and inconvenience to the participant.  Payment may not be based upon successful completion of the protocol.  Should a participant withdraw before the end of the study, they must be compensated for their participation. Please prorate payments equally as much as possible.   The payment schedule should be included in the consent form.  If there is no compensation for participation, this should be stated in the consent form) 

You will be paid $10 for each study visit, including the placebo phase of the study.  Should you withdraw from the study, you will be paid $10 for each study visit made to the clinic.  Payments will be made after three months and six months or at the end of your participation in the research.  If you complete the entire study, you will receive a total of $290.

You are responsible for paying any state, federal, Social Security or other taxes on the payments you receive.  You will receive a form 1099 in January of the year following your participation in this study.  This form is also sent to the IRS reporting any money paid to you.  No taxes are deducted from your check.
Payment for Research Related Injuries

(Include whether or not the Sponsor will pay for compensation to injured research participants, or pay for medical treatment of research-related injuries.  State the name of the sponsor. If the Sponsor will pay for either compensation or treatment of injured research participants, the IRB must be provided with “sponsor verification” either in the form of a letter signed by the sponsor with the same wording given in the consent form or a model consent form included in the protocol and listed in the Table of Contents of the protocol with the same wording.  Do not submit a copy of the indemnification letter or contract as the verification.
UAB has made no provision for monetary compensation in the event of injury resulting from the research and in the event of such injury, treatment is provided, but is not provided free of charge.  The study sponsor, Wise Drug Company, will pay for medical treatment required as a result of research related injuries, but will not provide other compensation in the event of injury resulting from the research.

Questions

(Include a specific name and number of the person(s) that participants can contact regarding the research, any research related injury, compensation or payment for medical treatment and participants’ legal rights.) 

If you have any questions about the research or a research related injury, Dr. John Doe will be glad to answer them.  Dr. Doe’s number is 205-934-3810.  Dr. Doe may also be reached after hours by paging him at 205-934-3411 (beeper 9999).  If you have questions about your rights as a research participant, you may contact Ms. Sheila Moore, Director of the Office of the Institutional Review Board for Human Use (IRB).  Ms. Moore may be reached at (205) 934-3789 or 1-800-822-8816, press the option for an operator/attendant and ask for extension 4-3789 between the hours of 8:00 a.m. and 5:00 p.m. CT, Monday through Friday.
Legal Rights

You are not waiving any of your legal rights by signing this consent form.

Storage of Specimens 

(To be included in the consent form (after legal rights and before the signatures), if samples are to be stored for future research.)

	Please initial your choice(s) below: 

___ I agree to allow my samples to be preserved for future research on (insert type of research to be performed, limited to disease/condition under study).

___ I do not agree to allow my samples to be preserved for future hypertension research.

___ I wish to be notified if my samples are going to be used for hypertension research.




Signatures

(A list of persons obtaining informed consent must be provided with applications for renewal.  For research involving children, individuals younger than 19 years of age, the consent form should also provide a place for the “Assent of Child/Minor” and/or “Waiver of Assent”.  (See the IRB Guidebook instructions in the Consent Process section).  For research involving pregnant women the consent form should include a signature line for both mother and father, if they are legally competent and have been fully informed regarding possible impact on the fetus.  The father’s informed consent need not be secured if: 1) the purpose of the research is to meet the health needs of the mother; 2) his identity or whereabouts cannot be reasonably ascertained; 3) he is not reasonably available; or 4) the pregnancy resulted from rape.)

Your signature below indicates that you agree to participate in this study. You will receive a copy of this signed informed consent.

_______________________________________________________
Signature of Participant or 





Date

Legally Authorized Representative


_______________________________________________________

Signature of Investigator





Date

_______________________________________________________
Signature of Witness






Date

LEGALLY AUTHORIZED REPRESENTATIVE

After receiving input from Legal Counsel and a survey of state and regional IRBs, the Board decided that investigators may obtain consent for clinical trial/research participants from the individuals legally authorized under Alabama law to give consent for medical services.  Informed consent for an individual not capable of furnishing the consent may be obtained from the individuals listed below, in the following order: 1) Judicially-appointed guardian or individual named in a durable power of attorney; 2) Spouse; 3) Sons or daughters over 19 years of age; 4) Either parent; 5) Brother or Sister over 19 years of age; 6) Other nearest kin over 19 years of age.

Signature of person obtaining consent (if other than the investigator).   Date
If the investigator will not be conducting the informed consent discussion and obtaining the consent, then a signature should be included for the “person obtaining the consent”.  The protocol should list all personnel who will be conducting the consent discussion and obtaining consent.  It is the IRB policy that the person administering the consent (i.e. study coordinator) cannot sign as the witness.

Research Involving Children as the Participants

For research involving children, the following conditions must be met:

ASSENT OF CHILD/MINOR
Assent means the potential participants' affirmative agreement to participate in the research.  Mere failure to object should not, in the absence of affirmative agreement, be construed as assent.  The following list indicates how assent of children should be handled for children of different ages.
1. For children less than 7 years of age, the child is assumed to be incapable of giving assent (see "Parental Consent" below).

2. For children ages 7 year old to age 19, the parent or legal guardian must sign the consent form in addition to obtaining the assent of the child/minor or documentation of the reason for waiver of the assent is required.  Assent of the child/minor may be waived if the capability of the child to give assent is judged limited by age, maturity or psychological state. 

3. The IRB will review, on a case-by-case basis, studies in which adolescents (14-19 years of age or > 12 years of age in the case of STDs) will be participating and in which the investigator requests an exception to parental consent.  The IRB will base its decision on applicable state law.

PARENTAL CONSENT
1. If the proposed research involves no more than minimal risk, or is of possible direct benefit to the child, the consent of one parent is required.

2. If the research involves greater than minimal risk without direct individual benefit, permission must be obtained from both parents unless there is only one reasonably available parent.  Guardian consent should be substituted for parental under appropriate legal constraints.

3. The Investigator may request a waiver of parental or guardian consent if the research design does not require such consent to protect the participants (for example, neglected or abused children), provided an appropriate protection mechanism is substituted.

4. Special provisions must be made for children who are wards of the state or any other agency, institution or entity to be included in research involving greater than minimal risk without direct individual benefit.

For studies involving minors, rather than using “you/you child” throughout the consent, please insert the following text box after the sponsor and before the explanation of the study.


Sample Signature Page of Consent Form for Research Involving Children

You are making a decision whether or not to have your child participate in this study.  Your signature indicates that you have read (or been read) the information provided above and decided to allow your child to participate. 

You will receive a copy of this signed consent form.

_____________________________________________________
SIGNATURE OF PARENT

OR LEGALLY AUTHORIZED REPRESENTATIVE


Date

_____________________________________________________

SIGNATURE OF INVESTIGATOR




Date

_____________________________________________________
SIGNATURE OF WITNESS





Date

Signature of Child/Minor

_____________________________________(name of child/minor) has agreed to participate in research_____________________________________________________ (title of project).

____________________________________________
_______
SIGNATURE OF CHILD/MINOR





Date

OR

Waiver of Assent

The assent of ______________________________ (name of child/minor) was waived because of:

Age _________

Maturity ________

Psychological state of the child ________

_______________________________________________________

Signature of Parent or






Date

Legally Authorized Representative

University of Alabama at Birmingham

AUTHORIZATION FOR USE/DISCLOSURE OF HEALTH INFORMATION 

FOR RESEARCH

What is the purpose of this form?  You are being asked to sign this form so that UAB may use and release your health information for research.  Participation in research is voluntary.  If you choose to participate in the research, you must sign this form so that your health information may be used for the research. 

Participant name:  




UAB IRB Protocol Number: 



Research Protocol:



     
Principal Investigator:












Sponsor:






What health information do the researchers want to use?  All medical information and personal identifiers including past, present, and future history, examinations, laboratory results, imaging studies and reports and treatments of whatever kind related to or collected for use in the research protocol.   

Why do the researchers want my health information?  The researchers want to use your health information as part of the research protocol listed above and described to you in the Informed Consent document.   

Who will disclose, use and/or receive my health information?   The physicians, nurses and staff working on the research protocol (whether at UAB or elsewhere); other operating units of UAB, HSF, The Children’s Hospital of Alabama, Callahan Eye Foundation Hospital and the Jefferson County Department of Public Health, as necessary for their operations; the IRB and its staff; the sponsor of the research and its employees; and outside regulatory agencies, such as the Food and Drug Administration.
How will my health information be protected once it is given to others?  Your health information that is given to the study sponsor will remain private to the extent possible, even though the study sponsor is not required to follow the federal privacy laws.  However, once your information is given to other organizations that are not required to follow federal privacy laws, we cannot assure that the information will remain protected.  
How long will this Authorization last?    Your authorization for the uses and disclosures described in this Authorization does not have an expiration date.  






Can I cancel the Authorization?   You may cancel this Authorization at any time by notifying the Director of the IRB, in writing, referencing the Research Protocol and IRB Protocol Number.  If you cancel this Authorization, the study doctor and staff will not use any new health information for research.  However, researchers may continue to use the health information that was provided before you cancelled your authorization.  

Can I see my health information?   You have a right to request to see your health information.  However, to ensure the scientific integrity of the research, you will not be able to review the research information until after the research protocol has been completed.  

Signature of participant: 



                         



Date:


or participants’ legally authorized representative:





Date:

 

Printed Name of participant’s representative:



              




Relationship to the participant:






























Page # of #								Participant Initials _____


(Date consent was created “version date”)

















For Minors (persons under 19 years of age) participating in this study, the use of the term “You” refers to “You or Your Child” and addresses both the participant and the parent or legally authorized representative.
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Participant Initials
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Participant Initials



(Creation/Revision Date)


