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Consent Form Template Instructions

This template has been developed to assist investigators with developing an informed consent document that contains all of the elements of informed consent required by OHRP/FDA and additional language required by the University of Missouri-Kansas City and Truman Medical Center. Download and modify this template to meet the specific needs of the study.

The required sections appear in an order intended to promote research subject comprehension. Sections may be re-ordered as appropriate. Instructions, guidance and suggested language are highlighted, bolded, italicized and within brackets ([example]) and must be replaced or deleted before submitting the newly created consent form.


Text:
In order for a subject to provide informed consent, the research subject must fully understand the study. Therefore information must be conveyed in a readable manner to enhance understanding. Language used in a consent form must be understandable to the subject.

· Text should be written in a common, easily readable font (Times New Roman, Arial, Helvetica) in at least 12-point. Be consistent. Font and case may be changed to accommodate persons with sight limitations if necessary.
· It should be written to target a sixth grade reading level. The reading level should display once the spelling and grammar check are complete. To turn on this option in Microsoft Word:
· Word 2010 - File >> Options >> Proofing >> Select Check grammar with spelling (Under When correcting spelling and grammar in Word) >> Select Show readability statistics.
· Word 2007 - Microsoft Office Button[image: Button image] >> Word Options >> Proofing >> Select Check grammar with spelling >> Select Show readability statistics check box (Under When correcting grammar in Word).
· Word 2003 - Tools menu >> Options >> Spelling & Grammar tab >> Select Check grammar with spelling check box >> Select Show readability statistics check box >> click OK.
· Use short sentences, non-technical terms and lay language. If a technical/medical/scientific term is required, define it the first time you use it.
· Avoid excessive use of acronyms and spell out any necessary ones the first time they are used.
· Do not use qualifying phrases such as “you understand that”.
· Avoid language which may appear to waive any rights to which the research subject is entitled, such as:
· I waive any possibility of compensation for injuries that I may receive as a result of participation in this research.
· By agreeing to this use, you should understand that you will give up all claims to personal benefit from commercial or other use of these substances.
· I voluntarily and freely donate any and all blood, urine, and tissue samples to the U.S. Government and hereby relinquish all right, title, and interest to said items.
· If persons are involved who are unable to give informed consent, provide signature lines for a legally authorized individual to give consent on the subject’s behalf.
· Provide translated versions for non-English speaking people. Translations must be back-translated to ensure accuracy and should be done by a certified translator or someone with proof of cultural competency education.
· Use initial lines for optional portions of the study (e.g., asking permission to store samples for future research).
· If there is more than one consent form for the study, be sure to label each page of each consent form accordingly (e.g. patient consent form or control consent form).

· Wording Issues - 
· Use the second person, not first person.
· Do not use the word “invite” (for example, “You are invited to participate in a research study.”)  Instead use, “You are being asked to participate in a research study because (insert condition here).”
· Use the words subject and experimental as required in the consent form; studies have shown that the volunteer is less likely to understand that the project involves research when words such as patient and participant are used.
· Always refer to the investigator as researcher or study doctor; not doctor.
· For investigational drugs or devices, state they are investigational and describe that term (e.g., the word "investigational" means the study drug is not approved by the U. S. Food and Drug Administration (FDA) and is still being tested in research studies. Be consistent in using “investigational” throughout the consent form. Do not describe investigational drugs, devices or procedures as “new.” The word "medication" or "medicine" should only be used if the drug is commercially available for that particular condition.
· Do not use “treatment” or “therapy” to describe an investigational drug, device or procedure. For investigational drugs use words like “study drug.” For an investigational device, use words like “study device.”  For an investigational procedure, use “study procedure” or “research procedure.” If one of the study arms will use a placebo, clarify for the subject by using “study drug or placebo.” Do not refer to a placebo as medicine or medication.
· When describing randomization for 2 groups use, “like the flip of a coin;” for more than 2 groups, use "like drawing numbers from a hat." 

· Check spelling and grammar before submitting the final version to the IRB.


Delete all instructions, guidance and the above instruction pages before saving and submitting the new consent form.




CONSENT FORM FOR PARTICIPATION IN A RESEARCH STUDY

[Insert Study Title]

Introduction [Required]

You are being asked to volunteer for a research study. This study is being conducted at [insert study location]. 

The researcher in charge of this study is [insert name of principal investigator(s)]. While the study will be run by [him/her/them], other qualified persons who work with [him/her/them] may act for [him/her/them]. [If applicable, insert statement listing study Sponsor]

The study team is asking you to take part in this research study because you have [insert condition/disease/inclusion criteria here].  Research studies only include people who choose to take part.  Please read this consent form carefully and take your time making your decision. The study doctor or staff will go over this consent form with you. Ask him/her to explain anything that you do not understand.  Think about it and talk it over with your family and friends before you decide if you want to take part in this research study. This consent form explains what to expect, the risks, discomforts, and likely benefits if you consent to be in the study.

Background

[Provide a brief background which explains the condition, type of subjects and/or drugs/devices to be used in the study.]

Purpose [Required]

The purpose of this research study is to [Include a brief statement which explains the research question and purpose of the study. In addition to stating the purpose of the study, the investigator should provide the rationale for performing the study (e.g. results of previous studies, etc.)] 

[If FDA regulations are applicable, add: This research study includes [study drug/article/device name], which is an experimental study [drug/article/device] and has not been approved by the U.S. Food and Drug Administration (FDA) for [this study/use/treatment].]

You will be one of about [# of subjects] subjects in the study at [site location]. About [# of subjects] subjects total will take part across all the places working on this study.

Study Procedures and Treatments [Required; may be split into separate categories]

[Describe what will happen to the subject if they decide to participate, detail in a step-by-step manner the activities subjects will be asked to engage in, how long it will take, where the research will take place, and how often they will be asked to perform the research tasks.]

If you agree to take part in this study, you will be involved in this study for [insert length of time (hours, days, week(s), month(s), or year(s))]. [If applicable, include if you intend to collect follow-up information and how long this will be done.  For example, until six months after last study drug dose, for the rest of your life, etc.]

[If applicable, add: You will be randomly (like the flip of a coin or drawing numbers from a hat) chosen to get [Insert name of study drug/article/device].]

The following study visits and procedures will occur:

[List all study visits separately, in chronological order and note what procedures are to be expected. Make sure there is a distinct section which describes the possible study treatments and whether it is possible they will receive a placebo. Define placebo as a capsule/tablet/infusion that is like the study drug but does not contain active drug. Tell the subjects how they will be assigned to a treatment. If it is “random” assignment it can be described as being by chance, like flipping a coin, or like pulling numbers from a hat, depending on the number of treatment arms. The subject needs to know the ratio (or odds) of possible treatment assignments: “You have a 1 in 2 chance of receiving” or “The odds that you will receive treatment A or treatment B are 1:1”. If the study is blinded, the subject needs to know that they and the investigator will not know which treatment they are receiving. Add a statement that in an emergency the investigator can find out. Refer to the investigator or study doctor in this section; do not refer to “your doctor” as the investigator and the subject’s personal physician may not be the same. Even if the investigator is the subject’s physician, they must separate research procedures from routine care.

Tell the subject how long they will be involved in the study, how many study visits there are, where the visits take place, and how long they last. The subject needs to know what will happen to them at each study visit. If blood specimens will be obtained, the volume of blood to be drawn needs to be described in teaspoonful terms. If specimens are going to be stored, the length of time needs to be stated (including indefinitely if unknown). All study procedures need to be described, but do not include procedures and treatments that are clinical care and not part of the study. All procedures should be described in the simplest wording possible. If terminology is used a description should be included.

Example:
Visit 1/Week 1/Final Visit/Follow-up
· Vital signs will be measured: pulse rate, blood pressure and breathing rate will be monitored and recorded
· Optical Coherence Tomography (OCT): a scan of the thickness of your retina
· Blood draw: a sample of blood (2 teaspoons) will be taken from a vein in your arm 
· Follow-up phone call

If you withdraw early from the study, you will be asked to complete an end of study visit.]

When you are done taking part in this study, you will [or will not] still have access to [the study drug/article/device]. 

Possible Risks or Side Effects of Taking Part in this Study [Required]

[It is extremely unlikely that there are no risks associated with a study. Tell subjects about any risks or discomforts that might occur including physical, psychological, emotional, social, privacy issues, economic harm, risk of criminal or civil liability, damage to financial standing, employability, or reputation etc. Include risks involved with all study related procedures such as (but not limited to) obtaining blood, X-rays, bronchoscopy, sedation, eye dilatation, etc. If data is available, quantify the risk of possible side effects, such as those commonly associated compared to those that are rare, or rare but serious. If possible, include: “more than 10% of people with this condition taking this medication experienced the following:…” If there are no known risks - say so. If there are possible unforeseen risks – say so. If applicable, include the risks of loss of privacy or breach of confidentiality.]

[If applicable, include: The study [drug/article/device] may cause the following side effects: 

Allergic reactions can occur with any drug. Common signs of a reaction may include: rash, itching…etc.

Rarely, a severe and possibly life-threatening allergic reaction can occur. Signs of a severe reaction include: swelling of the face, having a hard time breathing, and a sudden drop in blood pressure that may cause dizziness. If you have any of these signs, call [the study doctor/investigator] at once.
 
The study [drug/article/device] is still being tested so you may experience other side effects that we don’t know about yet. However, the study team will keep you up to date on anything important that may change your willingness to keep taking part in this study.]

[Include if applicable: It is possible that the study treatment may not work. Your health problem may not get better or could get worse during this study.] 

[Include if applicable: Drawing blood can cause pain, bleeding, bruising, or swelling where you were stuck with the needle. Sometimes people faint. Getting an infection is rare.] 

Important Information for Women [Include if Applicable]

This research might hurt a growing baby in ways we do not know about right now. You may not take part in this study if you are pregnant or breast-feeding. If you could become pregnant you must have a negative pregnancy test when you start taking part in the study. You must also use birth control during the study. Acceptable methods include birth control pills or shots, diaphragm, intrauterine device (IUD), cervical cap, and condom with sponge or foam. If you become pregnant during this study, you must call the researcher at once.

Important Information for Men [Include if Applicable]
This research might hurt a growing baby in ways we do not know about right now. Taking part in this research may damage your sperm. This could harm a child that you may father while you are in this study.  If you are sexually active, you must agree to use a medically acceptable form of birth control in order to be in this study. Acceptable methods include: surgical sterilization (such as a vasectomy) and a condom used with a spermicide.  You should tell your partner about the chance of harm to an unborn child.  She should know that if she becomes pregnant, you will need to report it to the study doctor, and she should tell her doctor at once.

Possible Benefits for Taking Part in this Study [Required]

[List any benefits to research subjects or others that may be expected from the research. Be sure to distinguish between a likely direct benefit (e.g., from therapeutic or intervention research) and a possible indirect benefit (e.g., talking about/reflecting on an experience may lead to a better understanding of oneself). Usually there is only a possibility of benefit or no benefit (state accordingly). Benefits may apply directly to the subject or indirectly to society at large. Compensation, financial incentives, learning about how experiments are conducted, receiving a gift, or earning extra credit for being a research subject are NOT benefits and should NOT be listed here.]

[Include all of the following that are applicable: Your [health problem] may improve with study treatment.

There are no benefits to you for taking part in this study.

Other people may benefit in the future from the information about the use of [study drug/article/device] that comes from this study.]

Costs for Taking Part in this Study [Required]

[Describe in detail any monetary costs to the subject. If there are none, please state that.] 

[Include all of the following that are applicable: You will not have to pay for any [procedures/treatments/study drug/article/device] you get during this study.

You will be responsible for doctor and or hospital costs as usual except for those directly related to the research study. 

You or your insurance company will have to pay for [X , Y, Z].]

Payment for Taking Part in this Study [Required]

[Detail financial compensation for participation and if subjects should expect to receive a form 1099. Spell out how it will be prorated for each visit. Tell them when they will be paid, i.e., at the end of each visit, at the end of their study participation. State the type of payment, i.e., cash, gift certificate, merchandise, or check. When applicable, you must include the statements regarding subject information provided to TMC accounting and reportable income. If subjects will not receive any compensation, state that there is no payment for taking part in the study.]

To compensate you for your time and transportation expenses you will be paid [$amount] for each study visit you complete.  You will be paid [at the end of each visit/at the end of the study/etc]. 

[Include if applicable: Your [health problem] will be treated for free in exchange for taking part in this research study.] 

[If applicable- TMC Template: Your name, address, and social security number will be provided to the Accounting Department at Truman Medical Center so that your payment may be processed. To comply with federal income tax laws, payments to you are reportable income.]

Alternatives to Study Participation [Required]

[Disclose appropriate alternative procedures or courses of treatment. Describe how the subject’s condition or situation would be treated if the study was not a consideration. What would the subject receive as standard care, for example what are the non-experimental treatments? If there are no alternative then state “The alternative is to not take part in the study.”]  

Confidentiality and Access to your Records [Required]

The results of this research may be published or presented for scientific purposes. You will not be named in any reports of the results.  Your study or applicable medical records that have your identity in them may be shown to the [study sponsor, the] Institutional Review Board (IRB) (a committee that reviews and approves research studies), [the Food and Drug Administration, ]or other governing agencies. This is to prove which study procedures you completed and to check the data reported about you. They may also review your medical records for any treatment you received before you agreed to take part in this study.  This is to confirm your medical history and that you meet the requirements to be in this study.  The study team will keep all information about you confidential as provided by law, but complete confidentiality cannot be guaranteed.

If you leave the study or are removed from the study, the study data collected before you left may still be used along with other data collected as part of the study.  For purposes of follow-up studies and if any unexpected events happen, subject identification will be filed at [Location of office where records are sealed] under appropriate security and with access limited to medical research personnel only.

If you sign this consent form you are allowing the study team and these other agencies to see your medical records. 

[Add any further details of how subjects’ privacy and confidentiality will be protected.]

[If applicable, this statement must be included exactly as written: A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law.  This Web site will not include information that can identify you.  At most, the Web site will include a summary of the results.  You can search this Web site at any time.]

In Case of Injury [Required, if more than minimal risk]

[Include if applicable: [Sponsor Name] is the sponsor of this research project. [Insert the sponsor’s policy regarding injury resulting from research].] 

[If applicable, this statement must be included exactly as written - TMC Template for sponsored research projects: Truman Medical Center (TMC) will provide medical attention to you if you suffer any injury or harm caused by the study drug or study required procedure. The study sponsor and TMC will decide if the injury or harm was a result of participation in the study. The study sponsor shall be responsible for the expenses caused by any study-related injury. TMC will not bill third party payers for any expenses related to treatment from injuries caused by this research study. No other compensation of any type will be provided by TMC or the sponsor.  
Participation in this research study does not take the place of routine physical examinations or clinic visits to your personal physician.  If you believe you have been injured as a result of participating in this study you are encouraged to contact the study investigator, [Dr. Name], at [provide phone number].]

[If applicable, this statement must be included exactly as written - TMC Template for non-sponsored projects: Truman Medical Center (TMC) will provide medical attention to you in the event of any medical emergency while present at TMC from participation in this research, whatever the cause at the usual charge and you will have the benefit of the coverage of any existing health insurance you own. 
Participation in this research study does not take the place of routine physical examinations or clinic visits to your personal physician.  If you believe you have been injured as a result of participating in this study you are encouraged to contact the study investigator, [Dr. Name], at [provide phone number].]

[This statement must be included exactly as written.]The University of Missouri-Kansas City appreciates the participation of people who help it carry out its function of developing knowledge through research. Although it is not the University’s policy to compensate or provide medical treatment for persons who participate in studies, if you think you have been harmed as a result of participating in this study, please call the investigator, [Dr. Name] at [provide phone number]. 

[If applicable, a contact number must be provided where a research subject will be able to reach someone knowledgeable about the study 24 hours a day, 7 days a week. For example, the number might be to have the investigator paged through the hospital operator or having the specialty doctor on call paged. If you wish to provide your beeper number or home telephone number you may, although this is not required.

If this is applicable, include: If there is an emergency, where you feel that you need to contact the researcher immediately, instead of waiting until regular office hours, you should call [provide name and phone number of 24 hour/7 day per week contact].]

Contacts for Questions about the Study [Required]

[bookmark: _GoBack]You may call the researcher [Dr. Name] at [provide phone number] if you have any questions about this study. You may also call [him/her] if any problems come up. You should contact the IRB Administrator of UMKC’s Adult Health Sciences Institutional Review Board at 816-235-5927 if you have any questions, concerns or complaints about your rights as a research subject. 

Voluntary Participation [Required]

Taking part in this research study is voluntary. You are free to stop being in this study at any time and for any reason. If you choose not to be in the study or decide to stop participating, your decision will not affect any care or benefits you are entitled to. The investigators, doctors or sponsors may stop the study or take you out of the study at any time
· if they decide that it is in your best interest to do so, 
· if you experience a study-related injury, 
· if you need additional or different medication/treatment, or 
· if you do not comply with the study plan. 
They may also remove you from the study for many other administrative or medical reasons. They can do this without your consent.

You will be told of any important findings developed during the course of this research. By signing this consent form you volunteer and consent to take part in this research study. Study staff will give you a copy of this consent form. 

You have read this Consent Form or it has been read to you. You have been told why this research is being done and what will happen if you take part in the study, including the risks and benefits. You have had the chance to ask questions, and you may ask questions at any time in the future by calling [Dr. Name] at [provide phone number]. 



__________________________________                            __________________
Signature (Volunteer Subject) 				Date




___________________________________			__________________
Signature (Authorized Consenting Party)			Date




___________________________________			__________________
Relationship of Authorized Consenting			Date
Party to Subject




________________________________			__________________
Signature of person obtaining consent			Date
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