
SAMPLE INFORMED CONSENT FORM 

AND GUIDANCE TOOL

Informed consent forms submitted to the Patient Advocacy Council, Inc. Institutional Review Board must contain the following required elements and Board standard language to be provided to each research subject.  They are to be written in second person and in simple, declarative language understandable to the layman.  Please use the following layout and format.

INFORMED CONSENT FORM TO PARTICIPATE IN A CLINICAL RESEARCH TRIAL

Protocol Title:


Sponsor protocol title

Protocol No.:


Sponsor protocol number (or IDE number for a device)

Sponsor:


Sponsor name

Principal Investigator:
_______________, M.D.

Sites:
Location(s) at which the study is being conducted (listed in box #3 of the FDA 1572 form for drug trials)

24 Hour number:
DESCRIPTION AND/OR PURPOSE
The purpose of the research is accurately explained and there is a statement indicating that the study involves research.  The approximate number of subject’s involved in the study is also included.

PROCEDURES

The subject’s responsibilities are plainly described.  The number of clinic visits or other sessions are included.  A clear statement of the duration of the subject’s involvement in the research is included.  The procedures to be followed are clearly described in detail, including identification of those that are experimental, including all invasive procedures.  Also a statement of dosage/frequency is included.  If the study involves random assignments, an explanation of the probability of random assignment to each group is included.

Note:  In the procedure section where the screening visit is explained, if a medical history will be taken, the following statement should be added:  “Inform your study doctor or research staff of all prescription and non-prescription medications, dietary supplements and vitamins which you are presently taking.”

RISKS AND DISCOMFORTS

Risks and discomforts are fully explained, including:  all known and suspected side effects and/or discomforts of the experimental drug or device; risks of all treatments and procedures, including the risks of blood draws, x-ray’s and x-ray dye, etc.; risks from breach of confidentiality and invasions of privacy when obtaining sensitive personal information by interviews, questionnaires, audiotaping, videotaping or photography; and potential emotional distress, tension, fatigue, post-traumatic stress syndrome, etc. (if applicable).  When appropriate, a statement that the particular treatment may involve risks to the subject that are currently unforeseeable/not yet known (or to the embryo or fetus if the patient is or may become pregnant) should be included.

Note:  When needle sticks will be involved in the research (e.g., blood draws or intravenous infusion) the following should be added to this section:  “Risks associated with drawing your blood (or with the needle stick to the study drug into a vein in your arm) include redness, swelling, pain or discomfort, and bruising at the site of the needle stick.  Although rare, infection may also occur.  Some people may experience dizziness, lightheadedness and/or fainting.”

Note:  When the study could effect an embryo or an unborn fetus the following statement should be added:  “If you are of childbearing potential, you and/or your partner must use an effective method of birth control (i.e., oral, barrier, implantable, injectable and/or abstinence) while participating in this research study.”

Note:  This statement should be added to the end of each risk section:  “There may be other known and/or unknown risks that you may wish to discuss with your study doctor.”

BENEFITS

Potential benefits to the subject, to mankind, or to knowledge in general are stated.  In addition, if there is no intended benefit, this is clearly stated.  A statement that no benefit can be guaranteed and they may even be harmed.  If possible, randomization to placebo, states they could receive an inactive substance and may receive no benefit, or the medical condition may worsen.  

Note:  Receiving procedures, drugs, tests, etc. at no charge is NOT addressed in the benefit section.  Payment for participation is NOT addressed in the benefit section.

ALTERNATIVE TREATMENT

For treatment protocols, informs subjects of any available alternative course of treatments and procedures for which they may be eligible, and that they may freely choose other treatment, or no treatment, with no penalty or prejudice against their continued care.  Important potential benefits and risks of the alternative courses of treatment are also described.

NEW FINDINGS

A statement that significant new findings developed during the course of the research, which may relate to the subject’s willingness to continue participation is to be provided to the subject.

VOLUNTARY PARTICIPATION

Includes a statement that participation is voluntary, and that the subject may refuse to participate or withdraw from the study at any time with no penalty or loss of benefits to which the subject is otherwise entitled. Enter the statement below: 

The doctor in charge of the study can remove you from the study without your consent for the following reasons:  a) it is in your best interest to be withdrawn from this study; b) you do not follow the study instructions and/or study schedule; c) you experience an injury or illness or other side effects; or d) the study is terminated prematurely.  The sponsor of the study or the Institutional Review Board can also stop the study at any time.
EARLY WITHDRAWAL AND/OR TERMINATION

Informs the subject that they may be withdrawn from the research against their wishes and the reason why; reasons include:  undue risk; serious research-related side effects, injury or reaction; failure to follow instructions, etc.; and study cancellation by the Food and Drug Administration, the sponsor, (the FDA if applicable) or the Institutional Review Board.

CONFIDENTIALITY

This section should contain the following IRB’s standard HIPAA language:

Data Privacy – Confidentiality – Authorization to Disclose Health Information

Release of Health Information – If you decide to participate in this study, information about your health may be used or disclosed for the purposes of conducting this study.  This information may include information from your medical record that is relevant to this study, such as your medical history, medications, test results, diagnoses, treatments, operative reports (reports from operations that you have undergone), and discharge summaries.  Information collected by the study doctor and/or research staff specifically for this study, such as test results, blood samples, physical examinations, information about possible side effects, and surveys you might be asked to complete could also be used or disclosed.

Individual’s that may use or release this information include:  physician’s, physician’s office staff, hospital staff, the study doctor, and authorized members of the study doctor’s research staff.  These individual’s may release this information to the study doctor, authorized members of the study doctor’s staff, the sponsor (insert sponsor name) of the study, sponsor’s agents and representatives, Institutional Review Board, Food and Drug Administration representatives, and other regulatory agencies.

The information released to the above listed individuals will not contain your name, social security number, or any other personal information.  However, authorized representatives of the sponsor, IRB, FDA or other regulatory agencies may review records containing personal information to make sure that the study information is correct.  Because of the need to provide information to these parties, absolute confidentiality cannot be guaranteed.

Use of Information – This information may be used to determine whether you meet all requirements for participation in the study, to monitor your healthcare during the study, to enable the sponsor to answer the scientific questions for which the study was designed, and to ensure that the study has been done properly.  Examples of the use of this information are as follows:  the sponsor may use the information in submissions to regulatory agencies throughout the world, as to request approval of the investigational product used in this clinical research study; the sponsor may use the information for reporting adverse events to regulatory agencies, such as the FDA; the sponsor may also transfer the information to business partners or companies it hires to provide study-related services; both the sponsor and the study doctor may use the information to prepare reports or publications of the study results; the sponsor may also provide overall study results, including your information, to other study doctors; the sponsor may reanalyze the data from this study in the future or combine it with data from other studies for analysis.

Once your information has been released, it is no longer protected by US federal regulations relating to data privacy and could be used or re-disclosed in ways other than those listed in this section of the consent form.  

You have the right to see and receive a copy of your records related to the study for as long as the study doctor has this information in his/her possession.  However, you might not be allowed to see these records until after the study has been completed.

Authorization to Disclose – By signing this consent form, you authorize disclosure of information to the sponsor and review of your medical records by the sponsor and other authorized people as described in this section of the consent form.  You do not have to authorize this disclosure of information.  However, if you do not, you will not be able to participate in this study.

Expiration of Authorization – Because this information is being disclosed for research use, there is no expiration date for the authorization to disclose and use this information.  The sponsor may keep and continue to use your study information for many years.  Your study doctor may need to add to or correct information about you even after your study participation is over, including providing updates of your health status if that is important to the purpose of the study.  The review of your medical records (discussed above) may also take place after the study is over.  This authorization will remain in effect unless you revoke it.

Revoking Authorization to Disclose – If you stop participating in this study, you also have the right to revoke (withdraw) your authorization to disclose information.  Revoking your authorization means taking back the permission you gave the study doctor to send information about you to the sponsor.  If you revoke your authorization, your doctor will not use or release any more information about you after receiving your request, except to tell the sponsor that you have stopped early and have revoked your authorization.  However, the sponsor can still keep and use any information that it has already received.

If you want to revoke your authorization, you must do so in writing to the study doctor.  You can get a revocation form from your study doctor or you can write a letter to the study doctor.

You may revoke your authorization at any time.  However, once you do so, you can no longer continue to participate in the study.

COMPENSATION

If the subject will receive compensation for participation the amount and schedule of payment should be included.  Payments should be reasonable in regards to the amount of visits, risks, inconveniences and discomforts, but are not so excessive that they constitute coercion.  There should be a statement that indicates that patients who withdraw early are paid for the parts of the study that were completed (payment pro-rated).  Payment is not to be contingent upon completion of the study. It should be noted if information will be given to someone outside the study team (example: accounting department) to process any payment or if payment will be reported as income to the IRS.

COSTS

Informs subjects of their financial obligations for participation, including:  if experimental treatment including drugs, additional lab work, hospitalization, etc. in direct support of the protocol are at no charge; if the subject pays normal charges for their condition with experimental portions at no additional charge; and if the subject is responsible for the entire cost, including experimental portions.

RESEARCH-RELATED INJURY

A statement of whether compensation and/or medical treatment are available if the subject suffers a research-related injury is clear, and if so, what they consist of, or where further information may be obtained.  If there are provisions for the sponsor to pay charges for proven injury from the research, this should be stated.  Informs subjects that by signing the consent form, they have not given up any of their legal rights.

Note:  If the subject’s insurance company will be billed, the following statement should be added:  “If you have concerns about your insurance coverage, you may want to contact your insurance carrier.”

WHO TO CONTACT

The investigator’s name and a 24-hour number are included if the subject wants to contact the study doctor concerning questions, problems, research-related injuries or side effects.

The following standard IRB contact information is also to be included:  If you have questions or concerns about your rights as a research subject you should contact James V. Roberts, Jr., Chairman of the Patient Advocacy Council, Inc. Institutional Review Board (an independent group that has reviewed and approved the ethics of this study) at (251) 479-5472. Collect calls are accepted. 

STUDY FUNDING

This section should note that the study doctor is being compensated to conduct the clinical trial.

SIGNATURE SECTION

This section can be written in first person.  The following standard IRB statement should be added to this section:  The study, as well as the risks, benefits, alternatives, procedures and purpose have been explained to me.  I have been given ample opportunity to ask question of Dr. _______________ and/or the research staff and have received answers that fully satisfy those questions.

A statement that subjects will receive a copy of the signed and dated informed consent form should be included.

There must be signature, print and date lines for the following individuals:  subject, person obtaining consent, witness and the investigator.  Other signature lines include parent/legal guardian or legally authorized representative (as defined by your state law) only when a vulnerable population has been chosen in the initial application.

Note:  For minors or other persons incapable of providing informed consent for participation:  consent is provided by their parent or legal guardian; the subject is informed of the trial to the extent compatible with the subject’s understanding; if capable, the subject assents, signs and personally dates the form; and when applicable, provides assent of a minor old enough to understand the protocol.  Patient Advocacy Council, Inc. requires an assent form for minors age 7 up to the legal age in your state.

Note:  Footer – please insert a footer at the bottom of each page to include the sponsor name, protocol number, version date, page numbers and patient initial line.

ADDITIONAL INFORMATION

Please be reminded of the following issues regarding the informed consent process and that the investigator has the responsibility to ensure the following:

· The informed consent form must be approved by the IRB – only the PAC IRB stamped approved version may be used when consenting research subjects.

· The informed consent form must be signed by the subject, or the subject’s legally authorized representative, except in cases where the documentation of informed consent is waived by the IRB (**see below for explanation of when this waiver may occur).

· The informed consent form must include all required basic elements and appropriate additional elements of information, as set forth in federal regulations.

· That no informed consent form, whether oral or written, may include any exculpatory language through which the subject or the legally authorized representative is made to waive or to appear to waive any of the subject’s legal rights, or to release or to appear to release the investigator, the sponsor, the organization, or its agents from liability for negligence.

· The contents of the informed consent form must be consistent with your state laws.

· Assessment of the subject’s capacity to consent to a research protocol.

· Identifying who is eligible to conduct the informed consent process.

· Obtaining consent prior to entering a subject into a study and/or conducting any procedures required by the protocol.

· Information that is given to a subject or the subject’s legally authorized representative is in a language that is understandable.

· The prospective subject or the legally authorized representative is given sufficient opportunity to consider whether or not to participate, without coercion or undue influence.

· Informed consent is an ongoing process throughout the trial.

** The Institutional Review Board may waive the regulatory requirement for written documentation of informed consent in cases where:  the principal risks are those associated with a breach of confidentiality concerning the subject’s participation in the research; and the consent document is the only record linking the subject with the research.  Written documentation of informed consent may also be waived when the research presents no more than minimal risk and involves procedures that do not require written consent when they are performed outside a research setting.
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