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Protocol 


CONSENT FORM
TITLE

Protocol #

Sponsor:
General Instructions:   (Delete this section of instructions when your draft is complete.)
· This template (Consent Template #1) is generally used for studies that involve FDA-regulated products.  Studies that do not involve FDA-regulated products should start with “Consent Template #2.”  Use the “Consent Template for Surrogate Decision-Makers” if you plan to enroll adults who are cognitively impaired. 
· Template statements in blue are instructional. There are yellow highlights for areas to fill in the blanks.  Statements in black are sample language. 

· When using the template, delete the instructional information and any other statements that do not apply. 

· Write the consent form in second-person voice, i.e. “You are being asked…”  Avoid coercive statements such as “You understand that” or “You have been told that…” 

· Focus on readability: use simple terms, short sentences, short paragraphs; use active voice more than passive voice; consider using drawings, simple diagrams and charts.  12 point font is recommended.

· Make sure phone numbers are correct, and confirm that emergency contact phones are answered 24 hours.  

· Spell out acronyms the first time they are used. 

· Discuss optional aspects of the study in a separate consent form or in a separate section that is placed after the main consent signature lines.  

· After adapting the consent form templates, double-check formatting for inconsistent font size, paragraph alignment, spacing gaps or awkward page breaks.

· Check for typos, incomplete sentences and inconsistencies in pronouns or grammatical voice.  Ask others to proofread your document.  

· When you are finished creating your draft, there should be no more blue text, red text or yellow highlights.  

· Feel free to contact the HSC Office (913-588-1240) for a pre-review of your consent form. 

You are being asked to join a research study.  You are being asked to take part in this study because [qualifying condition].  This study involves a [drug/device/treatment] called [  xxx ].  
You do not have to participate in this research study. Participating in research is different from getting standard medical care. The main purpose of research is to create new knowledge for the benefit of future patients and society in general.  Research studies may or may not benefit the people who participate.  
Research is voluntary, and you may change your mind at any time.  There will be no penalty to you if you decide not to participate, or if you start the study and decide to stop early.  Either way, you can still get medical care and services at the University of Kansas Medical Center (KUMC).    

This consent form explains what you have to do if you are in the study.  It also describes the possible risks and benefits.   Please read the form carefully and ask as many questions as you need to, before deciding about this research.  

You can ask questions now or anytime during the study.  The researchers will tell you if they receive any new information that might cause you to change your mind about participating.  
This research study will take place at the University of Kansas Medical Center (KUMC) with [ ________] as the researcher.  About ____ people will be in the study at KUMC.  A total of about _____ people will be in the study at ______ centers across the United States.
BACKGROUND 

This section should include, as applicable:

· Description of the condition under study and the typical problems or symptoms of the condition that are relevant to the study

· Currently available treatments and/or knowledge about the condition 

· Description of the test article (drug, device or biologic) or intervention under investigation. 
· How the test article or intervention differs from other treatments 

· Why the test article or intervention might be more effective, reduce symptoms, improve survival, etc.   

· FDA status of the test article
· If the product is FDA-regulated, include a statement about whether or not it has approval by the U.S. Food and Drug Administration for this condition.  If not, 
· State that the use of the product does not have FDA approval and is considered investigational.  
· Explain that investigational products are still being studied to find out what a safe dose is, what the side effects are, and whether or not the product is effective in the disease or condition being studied.  
PURPOSE

By doing this study, researchers hope to learn [xxx].    
PROCEDURES

This section should include, as applicable:
· The total length of the subject’s participation, including any long-term follow-up.  
· A description of all study procedures and when they will occur.  Include the inpatient and outpatient visits.  State the number of visits and the time involved for each study visit.  

· If there is standard care for the condition under study, include an explanation of the difference between standard care and the study procedures.  
· Inform subjects if there are commonly taken medications, herbs, etc. that are not allowed during the study.  

· A description of the randomization strategy:  

· Describe the number of groups and the randomization ratio.

· Tell subjects how the group assignments will be made.  Use language such as, “A computer will decide which group you are in.  Group assignments are random, like flipping a coin or rolling the dice.”  

· Tell subjects that neither they nor the investigator will know which group they are in; however, this information would be available in the case of an emergency.  

· Dosages, device types for each group
· Discuss any aspects of standard care that will not be provided or will be withheld during the study.  Inform subjects if there is a washout period.  

· Inform subjects about any procedures that are experimental.  

· If the study involves multiple study visits with many study procedures, include a lay-language table of study visits at the end of the consent form.  

· When applicable, state the total amount of blood drawn during the study, in teaspoons or tablespoons.  

· If applicable, describe testing for communicable diseases.  State that the results may be reported to health officials of the State of Kansas, as required by law.  

· If the study involves an optional sub-study, make reference to the optional aspects and state that subjects who are interested in participating will sign a separate consent form.  

· When appropriate, describe what will happen to the subject when the study is over, such as opportunity to continue getting the drug in an open-label study, being transferred to standard medical care, etc. 
· If the study involves the ongoing collection of data from medical records, inform the subject what information will be collected from their records.

RISKS

For clinical trials, begin this section with a general paragraph such as the following:  
The [study drug/device/biologic/intervention] may cause side effects or other problems.  The researchers will be checking your medical information during the study to watch for side effects.  However, you should tell the research team about anything that is bothering you or any changes in your health since the last visit.  The researchers may be able to take steps to reduce side effects.  You may experience none, some, or all of the side effects listed below. There may be other side effects or risks that are not yet known.   

Describe the risks for each drug, device or procedure.  Use a bulleted list format for better readability.
If research subjects will be undergoing a standard clinical surgery or intervention, make reference to it and state that a separate hospital consent will describe those risks.  
Include risks of previous animal studies only if very few human studies have been done or the results from the animal studies have direct implication for human participants.  

Categorize risks by their predicted frequency, using categories such as Common, Less Common, Rare but Serious.  

Use lay terminology when describing the risks.  

If subjects will be withdrawn from standard care, state that there are risks that the study drug/device would not be as effective as standard care.  Discuss the ramifications of the lack of efficacy.   

When appropriate, explain the ramifications of a particular risk, e.g., what it would mean to the subject if a particular lab value was elevated.  

As applicable, inform subjects about whether the side effect(s) can be treated.  

Note any side effects that would be permanent, life-threatening or fatal.
Address placebo risks, if applicable:

· If standard care or approved therapy is withheld from subjects who receive a placebo, discuss the risks of being assigned to the placebo group (i.e., worsening of symptoms or disease progression).  Discuss any rescue measures that would be used if the subject’s condition worsens.  
· If the study involves standard care plus a treatment arm or placebo, you may state that the risks for the placebo group will be similar to the risks for standard care.  
If there is a washout period, describe the risks of stopping the current treatment.

If the study involves a blood draw, include risks such as bruising, soreness, pain, and, rarely, infection, fainting or bleeding.   

When the study involves DNA analysis where parentage, predisposition to disease or other sensitive information might result, address the genetic risks with language such as the following:

There is a small risk that if people other than the researchers were given your genetic facts, they could misuse them.  If genetic information was given to employers or insurers it could affect your ability to get a job or be insured.  Misuse could cause problems for family members.  In order to minimize these risks, your genetic information will be kept confidential as noted in this form.

When the research involves more radiation than standard medical care, include a separate sub-heading for Radiation Risks.  Consult with the University’s Radiation Safety Office for appropriate consent language.  

Pregnancy Risks [if applicable]
If there is known teratogenicity, discuss that information at the beginning of this section.  Otherwise, begin this section as follows:
The [study drugs/ procedures, etc.] used in this study might hurt an unborn child or a child who is breast-feeding.  You cannot be in this study if you are pregnant or nursing a baby.  You cannot be in this study if you are trying to get pregnant.  You will have a pregnancy test before the study starts.  During the study you must use [one or two methods] of birth control.  The approved methods of birth control are [list]. 

If applicable, inform male subjects about the risks of fathering a child during the study.  

If applicable, inform subjects about how long after the study they must prevent pregnancy.  

Conclude the Pregnancy Risk section with the following statement: 

There may be pregnancy risks that are not known yet.  For this reason, you must tell the researcher right away if you get pregnant during the study.  

Possibility of Unknown Risks

If the introductory risk paragraph (above) is not used, include this section with the statement:  

There may be other side effects or risks that are not yet known.   

NEW INFORMATION
You will be told about anything new that might change your decision to be in this study.  You may be asked to sign a new consent form if this occurs.  
BENEFITS

This section should address both individual and societal benefits.  First, use the statement about individual benefits that best fits the study.  

· For clinical trials, state:


You may or may not benefit from this study.  
· You may add optional information specific to the trial, such as:
If the study drug is effective, and you are randomized to receive the study drug, you may benefit from participation.
· For registries or repositories: 


You will not benefit from this study.  
Second, include a statement about societal benefits, such as: 
Researchers hope that the information from this research study may be useful in the treatment of other patients with [                ].
ALTERNATIVES

You can choose not to be in the study.   Instead of being in this study, you can receive treatment that is already available, such as ________.  

· List other treatment options, surgeries, palliative care as applicable.

· NOTE: If the test article or intervention is FDA-approved or otherwise available outside the study, you must state: 
You can have access to [test article/intervention] even if you are not in this study.  
COSTS      

Use an appropriate description, such as one of the following:

You will not be charged for being in the study.  


---- OR ----

All costs of the study are paid for by the sponsor.  The sponsor will provide [the study drug/device, study visits, tests, etc.] free of charge.  


---- OR ----

The sponsor will cover the costs of the research that are not part of standard medical care. These include [_    list__].  You or your insurance will be billed for the parts of the study that are standard medical care. Your insurance or government health program may not cover certain items if you are part of a research study. You may want to talk to your insurance company before deciding to participate.   

FINANCIAL DISCLOSURE

Clinical trials must include the following statement:  

The investigator and the KUMC Research Institute, Inc. will receive payments from the sponsor, [ sponsor name ], for conducting this study. Payments will be used for research purposes only.  

If any of the investigators is under a conflict of interest management plan, the required disclosure from the Conflict of Interest Committee also must be included in this section.  
PAYMENT TO SUBJECTS

Use an appropriate description, such as one of the following:

There is no payment for this study. 

---- OR ----

 If payments will occur, include: 

· The amount of payment, generally listed by visit.  Include the total amount if subjects complete the entire study.  
· The type of payment (check/gift card, etc.)

· The timing of payments

· A statement that if subjects withdraw before the end of the study, they will be paid for the visits they have completed

If subjects are being paid, add this paragraph:

The KUMC Research Institute will be given your name, address, social security number, and the title of this study to allow them to write checks for your study payments. Study payments are taxable income. A Form 1099 will be sent to you and to the Internal Revenue Service if your payments are $600 or more in a calendar year.  

For studies involving retention of biologic specimens, include the appropriate statement, depending on whether or not the study has a commercial sponsor.

If a commercial product is developed from this research, the profits will belong to the study sponsor.  There are no plans to provide financial payment to you should this occur.   


---- OR ----

This study includes providing specimens to the researcher.  The specimens will belong to the University of Kansas Medical Center.  There are no plans for you to profit from new products that are developed from research on your specimens.  

IN THE EVENT OF INJURY

If you have a serious side effect or other problem during this study, you should immediately contact [investigator name] at [phone.]   If it is after 5:00 p.m., a holiday or a weekend, you should call [24-hour phone number].  A member of the research team will decide what type of treatment, if any, is best for you at that time. 
For studies that are greater than minimal risk, include statements about provision for treatment of research-related injuries, such as:

If any injury or illness happens to you as a direct result of being in this study, the sponsor of this study will provide medical treatment at no cost to you.  Treatment may include first aid, emergency care and follow-up care, as needed.  Payments will not be offered for other expenses (such as time off work, lost wages, childcare, etc.)  You do not give up any legal rights by signing this form.


----- OR -----

The sponsor will pay for treatment of a research-related injury if your insurance or other government program does not cover the cost.  Treatment may include first aid, emergency care and follow-up care, as needed.  Payments will not be offered for other expenses (such as time off work, lost wages, childcare, etc.)  You do not give up any legal rights by signing this form.  


----- OR -----

If you have a bodily injury as a result of participating in this study, treatment will be provided for you at the usual charge.  Treatment may include first aid, emergency care and follow-up care, as needed.  Claims will be submitted to your health insurance policy, your government program, or other third party, but you will be billed for the costs that are not covered by the insurance. You do not give up any legal rights by signing this form.

INSTITUTIONAL DISCLAIMER 

If you think you have been harmed as a result of participating in research at the University of Kansas Medical Center (KUMC), you should contact the Director, Human Research Protection Program, Mail Stop #1032, University of Kansas Medical Center, 3901 Rainbow Blvd., Kansas City, KS 66160.  Under certain conditions, Kansas state law or the Kansas Tort Claims Act may allow for payment to persons who are injured in research at KUMC.   
CONFIDENTIALITY AND PRIVACY AUTHORIZATION

The researchers will protect your information, as required by law.  Absolute confidentiality cannot be guaranteed because persons outside the study team may need to look at your study records.  Your health information is protected by a federal privacy law called HIPAA.  By signing this consent form, you are giving permission for KUMC to use and share your health information.  If you decide not to sign the form, you cannot be in the study.  

The researchers will only use and share information that is needed for the study.  To do the study, they will collect health information from the study activities [and from your medical record, if applicable]. You may be identified by information such as name, address, phone, date of birth, social security number, or other identifiers.  Your health information will be used at KUMC by Dr. __________, members of the research team, The University of Kansas Hospital Medical Record Department, the KUMC Research Institute and officials at KUMC who oversee research, including members of the KUMC Human Subjects Committee and other committees and offices that review and monitor research studies.  

By signing this form, you are giving Dr. _______ and the research team permission to share information about you with persons or groups outside KUMC.  Your information will be shared with representatives of ___________ (the sponsor of the study), the monitoring company that inspects study data, the laboratory that processes study lab samples [if applicable], other business partners of the sponsor who help with the study, the Data Coordinating Center at __________  [if applicable], the study’s Data and Safety Monitoring Board [if applicable], the U.S. Food and Drug Administration (FDA) and similar agencies in foreign countries [if applicable],  and U.S. agencies that oversee human research (if a study audit is performed).  These groups or agencies may make copies of study records for audit purposes.  The purpose for using and sharing your information is to make sure the study is done properly and to evaluate the safety and effectiveness of [the study drug or device].  

The HIPAA privacy law may not apply to everyone who receives your health information.  Your information might not be protected by HIPAA if persons outside KUMC disclose it.  In some cases, there may be other laws that protect your information from improper use.  

Your permission to use and share your health information will not expire unless you cancel it.  Any research information that is placed in your medical record will be kept indefinitely.  

While you are participating in this study, you may see and copy any study information that is placed in your KUMC medical record.  However, some study information is kept only by the researcher.  The records kept only by the researcher may not be available to you until the end of the study.  

If applicable, include information in this section about any of the following:

· State-mandated reporting requirements for positive HIV, hepatitis and tuberculosis

· Mandatory reporting of child abuse or neglect

· Protections offered by a Certificate of Confidentiality and the limits of those protections. 

The researchers may publish the results of the study.  If they do, they will only discuss group results.  Your name will not be used in any publication or presentation about the study.  
QUESTIONS

Before you sign this form,  [__PI name ___] or other members of the study team should answer all your questions.  You can talk to the researchers if you have any more questions, suggestions, concerns or complaints after signing this form.  If you have any questions about your rights as a research subject, or if you want to talk with someone who is not involved in the study, you may call the Human Subjects Committee at (913) 588-1240.  You may also write the Human Subjects Committee at Mail Stop #1032, University of Kansas Medical Center, 3901 Rainbow Blvd., Kansas City, KS 66160.
SUBJECT RIGHTS AND WITHDRAWAL FROM THE STUDY

You may stop being in the study at any time.  Your decision to stop will not prevent you from getting treatment or services at KUMC.  [if applicable, insert the following--- If you would be harmed by stopping the study drug suddenly, the researchers may ask you to gradually reduce the dose.  You might be asked to come back for a final study visit.  

You have the right to cancel your permission for researchers to use your health information. If you want to cancel your permission, please write to [PI Name]. The mailing address is [PI Name], University of Kansas Medical Center, 3901 Rainbow Boulevard, Kansas City, KS 66160.  If you cancel permission to use your health information, you will be withdrawn from the study. The researchers will stop collecting any additional information about you unless they need information about a side effect of [the study drug, device, treatment].  They may use and share information that was gathered before they received your cancellation.  

This study might be stopped, without your consent, by the investigator, the sponsor or by the FDA.  Your participation also might be stopped by the investigator or by the sponsor if it is in your best interest or if you do not follow the study requirements.  
Neither the sponsor, nor the investigator, nor the University of Kansas Medical Center will be obligated to provide you with [the study drug or treatment] if the study is stopped early.  Your physician will decide about future treatment, if it is needed.  

CONSENT

Dr.___PI____ or the research team has given you information about this research study.  They have explained what will be done and how long it will take.  They explained any inconvenience, discomfort or risks that may be experienced during this study.  
By signing this form, you say that you freely and voluntarily consent to participate in this research study.  You have read the information and had your questions answered.  
You will be given a signed copy of the consent form to keep for your records.

____________________________________




Print Participant’s Name







____________________________________
   _______
__________________

Signature of Participant


  
   Time
Date

____________________________________

Print Name of Person Obtaining Consent

____________________________________


__________________

Signature of Person Obtaining Consent



Date
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