Submission Instructions:

For initial submissions, please include “continuous” line numbering on the consent(s). This will give reviewers a point of reference when requesting changes. Keep a copy of the line numbered version for your reference when making IRB requested changes. Line numbers should be removed from the final “clean” copy.

How to Line Number:

1) Highlight entire document by pressing: CTRL-A

2) Go to File, Page Setup.

Select the Layout Tab

Select the Line Numbers button

Check the box for Add Line Numbers

Check Continuous (if you don't, it defaults to "Restart at Each Page")

3) When you want to remove the line #s, just uncheck the box for Add Line Numbers.
Include all sections and section headings except if there are no risks with this study or they do not apply
SAMPLE CONSENT FORM
Consent Version, Date





IRB No: __________
 

 Consent Form
University of Oklahoma Health Sciences Center 
(Insert Name of Other Study Sites)
(Insert Study Title) 

(Insert Study Sponsor) 
(Insert Name of Principal Investigator)

(Insert only for studies involving pediatric patients) If you are a parent consenting for your minor child, all references to “you” are applicable to your minor child.

This is a clinical trial (a type of research study). Clinical trials include only patients who choose to take part in them. Please take your time to make your decision. Discuss this with your family and friends.

OR (for non clinical trials)
This is a research study. Research studies involve only individuals who choose to participate. Please take your time to make your decision. Discuss this with your family and friends.

Why Have I Been Asked To Participate In This Study?

You are being asked to take part in this trial/study because ………………..

· You have been diagnosed as having (insert name of disease here)
· You were involved in (insert name of event being studied here)
· You are a member of (insert name of group/tribe/school being studied here)
Why Is This Study Being Done?
The purpose of this study is to ……………

Examples:

· Test the safety of (Insert name of Study Drug/Device/Procedure here) and see what effects (good and bad) that it has on (Insert type of condition being studied here.)
· Find the highest dose of (Insert name of study drug here) that can be given without causing severe side effects. (for Phase I trials)

· Find out what effects (good and bad) that (insert name of study drug/device/procedure here) has on you and others with (insert type of condition being studied here.)
· Compare the effects (good and bad) of (insert name of new drug/device/procedure here) with (insert name of commonly used drug/device/procedure here) on you and other people with (insert type of condition being studied here.)
· Find out the impact that the (insert name of event being studied) (i.e. the Oklahoma City Bombing or May 3rd tornados) had on…….

Or is this research being done because………….

Example:

· Currently there is no effective treatment for people with your condition.

· We do not know which of these two commonly used-treatments is better.

What is the Status of the Drugs (Devices or Procedures) involved in this study?
Please include any (or all) of the following statements that apply. This section should include all drugs, devices and/or procedures involved in the protocol, whether or not they are the investigational item or not.

· (Insert Name of Study drug) is an investigational drug which is not approved by the US Food and Drug Administration.

· (Insert Name of Study drug) is currently approved by the US Food and Drug Administration.

· (Insert Name of Study drug) is approved by the US Food and Drug Administration for other treatments, but is not approved for the disease in this study, so it is considered investigational in this study.

How Many People Will Take Part In The Study?
About (insert number of study participants) people will take part in this study worldwide/nationwide. About (insert number of study participants) of these individuals will participate at this location.

What Is Involved In The Study?
For Randomized Trials:
You will be randomized to receive either study drug (insert name of study drug) or placebo (inactive substance, which will look like the study drug). Randomization means that you are put in a group by chance. If you have a  equal; 50/50 chance use the following comparison, like the flip of a coin.  If there is a 1 in 4; 2 in 3 chance of receiving active study drug use the comparison of  rolling a dice.  A computer program at the study sponsor will make this random assignment. Neither you nor your physician will choose which group you will be in.

For Double Blinded Trials, add the following sentence to this paragraph:
Neither you nor your physician will know which group you have been assigned to.

For randomized and nonrandomized trials add the following sentence:
If you take part in this study, you will have the following tests and procedures:

List procedures and their frequency that are included in the categories listed below, a bulleted list or table is helpful ( if appropriate). Include whether a patient will be at home, in the hospital, or in an outpatient setting. If objectives include a comparison of interventions, list all procedures, even those considered standard.

· Procedures that are being done that are considered a part of regular care for this condition that may be done even if you do not join the study.

· Standard procedures being done because you are in this study (i.e. extra blood draws, x-rays, tests, etc.)

· Procedures that are being tested in this study.

For Research that does not involve drugs or devices
Give a simple description which tells the subject how often they will need to attend meetings, see the interviewer, etc. They should be told the kinds of questions that will be asked on any surveys or during any interviews. This section should give an approximate amount of time that will be needed to complete these forms or participate in the sessions.

How Long Will I Be In The Study?
We think that you will be in the study for (insert number of days, weeks, months anticipated for study participation).  If appropriate, give time frame for treatment process and also give time frame for long term follow up. If participation requires several clinic visits, please include this information as well.
The researcher may decide to take you off the study if ………

Examples:
· He/She feels that it is in your medical best interest.

· Your condition worsens.

· New information becomes available.

· The study is stopped by the sponsor.

You can stop participating in this study at any time. However, if you decide to stop participating in the study, we encourage you to talk to the researcher and your regular doctor first. (Describe any serious consequences of sudden withdrawal from the study.)

What Are The Risks of The Study? 
While on the study, you are at risk for these side effects. You should discuss these with the researcher and/or your regular doctor. There also may be other side effects that we cannot predict. Other drugs may be given to make side effects less serious and uncomfortable. Many side effects go away shortly after the (Insert interventions/drugs) are stopped, but in some cases side effects can be serious or long lasting and permanent.

List by regimen the physical and nonphysical risks of participating in the study in categories of "very likely" and "less likely but serious." Non physical risks may include such things as inability to work. Do not describe risks in a narrative fashion. Identify side effects that may be irreversible or long lasting or life threatening. The risks of common procedures such as blood drawing should be included in any study where the procedures are a part of the research study. Risks of blood drawing should be listed as pain, bruising, feeling faint, and slight risk of infection.

Risks and side effects related to the (Insert procedures/drugs or devices) we are studying include:

List risks related to the investigational aspects of the trial. Specifically identify those that may not be reversible.

Reproductive Risks For Women and Men:  (Amend as necessary per protocol)

Risks for females:

If you are a female, you must not be and should not become pregnant nor breast-feed an infant while on this study.  Taking the drug(s) involved in this study while pregnant or breastfeeding may involve risks to an embryo, fetus or infant, including birth defects.  In order to reduce your risk of pregnancy, you or your partner should use one or more of the acceptable methods of birth control listed below, regularly and consistently while you are in this study.

Risks for males:

Since the drug(s) used in this study may also affect the sperm of males and the subsequent development of an embryo, fetus or infant, including birth defects, if you are a man you must not father a child while on this study.  In order to reduce the risk of getting someone pregnant, you or your partner should use one or more of the acceptable methods of birth control listed below, regularly and consistently while you are in this study.

Risks for both females and males:

Acceptable methods of birth control (continuing throughout the study and for one month after the study) include:

· An approved oral contraceptive (birth control pill)

· Intra-uterine device (IUD)

· Hormone implants (Norplant)

· Contraceptive injection (Depo-Provera)

· Barrier methods (diaphragm with spermicidal gel or condoms with contraceptive foam)

· Transdermal contraceptives (birth control patch)

· Vaginal contraception ring (birth control ring)

· Sterilization (tubal ligation, hysterectomy or vasectomy)

If you are already using a method of birth control, you should check with the study doctor to make sure it is considered acceptable for this study.  Certain drugs may interact with contraceptive agents and reduce their effectiveness, therefore, you should inform the study doctor of all medications (prescription and over-the-counter) that you are currently taking or begin taking during the study.

If you become pregnant or suspect that you are pregnant, or (for males) if you make someone pregnant, during this study, you should immediately inform the study personnel.  If you become pregnant or suspect that you are pregnant while on this study, a pregnancy test will be done.  The study drug may be discontinued until the result of the pregnancy test is known.  If pregnancy is confirmed, you may be withdrawn from the study.  The study physician will assist you in getting obstetrical care and the study doctor and the Sponsor will follow the progress of your pregnancy, and will require access to your and/or your infant’s medical records for up to at least eight weeks after delivery.  Payment for all aspects of obstetrical, child, or related care will be your responsibility.

Risks of genetic testing: If the genetic tests being done in this study determined that your disease is caused by genetic abnormalities, your family members could face problems in obtaining insurance coverage for this disease, even if they have no symptoms. However, in order to do everything possible to keep this from happening, the results of this test will NOT be given to anyone outside the study staff. This means that it will not be made available to you, your family members, your private physician, your employer, your insurance company or any other party as allowed by law. (This paragraph should be modified as necessary depending on the type of genetic test and/or the process in place to inform the patient of the results. This paragraph is meant to serve as a starting point for informing the subject of the potential risks of genetic testing and may be modified as necessary by the IRB and/or the researchers.)
For more information about risks and side effects, ask the researcher or contact reference and attach drug sheets, pharmaceutical information for the public or other material on risks when applicable.
Are There Benefits to Taking Part in The Study? 
If you agree to take part in this study, there may or may not be direct medical benefit to you. We hope that the information learned from this study will benefit other patients with this disease in the future.

For some studies which include drugs/procedures available outside the research context use the following language.

The possible benefits of taking part in the study are the same as receiving (Insert drug/device/intervention) without being in the study.

What Other Options Are There? 
You have these options:

List alternatives including: standard or commonly used therapy or one or more of the following:

· You may choose to receive no therapy at this time and receive only care to help you feel more comfortable.
or
· You may choose not to participate in the study.
or
· You may choose to receive (Insert drug/intervention/device) without participating in the study (studies for noninvestigational treatments). 
or
Please talk to your regular doctor about these and other options.

The risks, benefits and opinions sections are required by Federal Regulations. If the study is a minimal/no risk study with no direct benefits, then these sections can be combined into one section and can simply read as follows:

What About Confidentiality?
Efforts will be made to keep your personal information confidential. You will not be identifiable by name or description in any reports or publications about this study. We cannot guarantee absolute confidentiality. Your personal information may be disclosed if required by law.  You will be asked to sign a separate authorization form for use or sharing of your protected health information.

There are organizations that may inspect and/or copy your research records for quality assurance and data analysis. These organizations include the US Food & Drug Administration, the (insert the name of the study Sponsor) and the OUHSC Institutional Review Board. 

What Are the Costs?
Taking part in the study may lead to added costs to you or your insurance company. Please ask about any expected added costs or insurance problems. (Include this on ALL studies where any portion of the treatment will be billed to the patient and/or their insurance company.)
Include information regarding who will pay for the study. This should include specifics on anything that the patient will be required to pay for. If study is being done in the hospital and sponsor is paying only for investigational portion of treatment, be sure that it is clear that the patients’ insurance will be required to pay for their routine care.

Examples:

· The study sponsor will provide the investigational drug at no charge. However, you or your insurance company will be required to pay for all expenses related to the administration of the drug and your other hospital care.

· The study sponsor will provide the investigational device at no charge. However, you or your insurance company will be required to pay for all expenses related to the implantation procedure and your other hospital care.

· The study sponsor will pay for all costs related to your participation in this study.

Will I Be Paid For Participating in This Study?
This section should be used only when some type of payment is being offered. It should be specified as to whether the payment is for time, travel expenses or gift. Also to be included in this section would be any gift certificates, rebate coupons or other gifts that are to be given.

What if I am Injured or Become Ill While Participating in this Study? (ONLY USE THIS SECTION IF THERE ARE RISKS ASSOCIATED WITH THE STUDY)
In the case of injury or illness resulting from this study, emergency medical treatment is available. However, you or your insurance company may be expected to pay the usual charge for this treatment. No funds have been set aside by The University of Oklahoma Health Sciences Center, (insert actual name(s) of participating hospitals), or (insert sponsor name) to compensate you in the event of injury. If the sponsor has a plan to pay for any/all of medical treatment related to study, this information can be inserted here as appropriate.
Federal regulations discourage wording such as "you will not be paid for injury" but recommend rather that it be worded as "Funds have not been set aside to pay for such things as ……".

(USE THE FOLLOWING PARAGRAPH VERBATIM - REQUIRED FOR ALL STUDIES AT VAMC). 

For VA Patients Only:
You understand that emergency medical care will be provided to you, but that its location may be either at the DVAMC Hospital (if you are eligible for care and/or hospitalization there) or at another hospital (if you are not eligible for care and/or hospitalization at the DVAMC Hospital for this condition). If life-threatening injury occurs while you are at the DVAMC Hospital, emergency care will be provided, regardless of whether you would be otherwise eligible for the treatment, until you can be transferred to another hospital if you are not eligible for care there. If you have any questions about your eligibility or your compensation for injury, you may take them to the Associate Chief of Staff for Research, Department of Veterans Affairs Medical Center, 921 N.E. 13th Street, Oklahoma City, OK 73104, or call telephone number (405) 270-0501, extension 3156. Your signature at the bottom of this form confirms that the physician explaining the study to you has discussed your care eligibility with you.

What Are My Rights As a Participant?
Taking part in this study is voluntary. You may choose not to take part or may leave the study at any time. If you agree to take part and then decide against it, you can withdraw for any reason; however, at certain times during the treatment, it may be dangerous for you to withdraw, so please be sure to discuss leaving the study with the principal investigator or your regular physician. Leaving the study will not result in any penalty or loss of benefits that you would otherwise receive.

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

You understand that you have the right to access the medical information that has been collected about you as a part of this research study.  However, you agree that you may not have access to this medical information until the entire research study has completely finished and you consent to this temporary restriction.

Whom Do I Call If I have Questions or Problems?
If you have questions about the study or have a research-related injury, contact the (Insert name of Principal Investigator) at (Insert phone number of Principal Investigator). Must include phone numbers where someone can be reached 24 hours a day, seven days a week.
For questions about your rights as a research subject, contact the OUHSC Director, Human Research Participant Protection Program at 405-271-2045.

Signature:
By signing this form, you are agreeing to participate in this research study under the conditions described. You have not given up any of your legal rights or released any individual or institution from liability for negligence. You have been given an opportunity to ask questions. You will be given a copy of this consent document.

I agree to participate in this study:

Research Subject: ______________________________________       Date:______________________

Subject's Printed Name __________________________________

Witness *:___________________________________________         Date:______________________

Person Obtaining Informed Consent:__________________________   Date:______________________

(Signature Section for a child signing with their parents on the parent consent form. Do not include if study does not involve pediatric patients.)
Child’s Assent (ages 13-17):

The information in the above consent form has been explained to me and I understand it. I agree to participate in this study.

__________________________
____________________________ 
__________

Research Subject Signature

Research Subject Printed Name
Date

__________________________
____________________________ 
__________

Parent (Mother) Signature

Parent (Mother) Printed Name
Date

__________________________
____________________________ 
__________

Parent (Father) Signature

Parent (Father) Printed Name

Date

_________________________________________ 



__________

Person Obtaining Informed Consent Printed Name



Date

The following is for informational purposes only. Do not include in the consent form: 1. *  The signature of a witness is only required under federal policy when the IRB authorizes the use of a "short form written consent document."  A short form is used when the consent must be read to the participant.  In this situation, federal policy requires that the witness (a) observe the oral presentation of informed consent information to the subject; (b) sign the short form written consent document; and (c) sign a copy of the summary of the oral presentation approved by the IRB.

2. The signature of the Principal Investigator is not required on the consent form unless it has been requested by the sponsor.
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