NOTES FOR INFORMED CONSENT AUTHORS
The below template is meant to provide structure and guidance to the informed consent process, not to serve as your exact informed consent document. Please remember to consult your institution and IRB for specific consent requirements, instructions and templates. 
Formatting key:  
· Instructions within the template are provided in italics. These instructions should not be included in the informed consent form given to the prospective research subject. 
· Paragraphs where study-specific text needs to be inserted are in [bold]. Consider readability to determine if you will delete these [prompts] or leave them in as section headers with the [brackets] removed.  
· A blank line, _____, indicates that you should insert your specific information. 
· Optional sample language is indicated between the lines. 
· Sample language is in regular font. Language should be modified to fit the specific facts and circumstances of your study. 
· Examples related to specific study types, e.g., genetics or investigational drug studies, are available from the Specific Study Types section.

[Title of form] Informed Consent Form for {insert type of research} _____ Research

INSTITUTION(S): {insert name(s) of institution(s)} _____
INVESTIGATOR(S): {insert name(s) of investigator(s), credentials, institution(s)}_____
The investigators are the persons in charge of this research study.

Only approved investigators for this research may explain the research and obtain informed consent.
A witness or witness/translator is required when the subject cannot read the consent document, and it was read or translated. 

{If the study protocol allows the enrollment of subjects not capable of consenting for themselves, then add the following statement}

A person who takes part in a research study is called a research or study subject. In this consent form, “you” always refers to the research (study) subject. If you are a legally authorized representative, please remember that “you” means the research (study) subject.

[Introduction including Study Title]

You are invited to consider participating in this study. This study is called {insert title of the study}

_____ . {If the study requires different consent forms for different populations, identify the population group as the subtitle of the study.} It is important that you read and know the information below which includes the purpose and nature of the study, possible benefits, risks and discomforts, other alternatives, and your rights as a subject. Please ask our staff members about anything you do not understand. Discuss it with your physician, hospital personnel, family, and friends; and take your time to make your decision. The decision to participate is yours. If you decide to participate in this study, please sign and date at the end of this form where indicated.
[Additional element as appropriate – Study sponsor/funder/grantor]
{Name the study’s sponsor(s), fund(s), or grant(s), and potential conflicts of interests}
<Sponsor/Funder/Grantor Options>
This study does not have any sponsor, funder or grantor.
Or

This study is sponsored by or This study is funded by {insert name of sponsor(s) and/or funder(s), grantor(s), institution(s) as applicable} ____, which has/have no financial interest in the outcome of the study. Payments are made to {insert name of the institution(s)} _____ and/or the investigator(s), who do not have any financial interest in the outcome of the study.
Or

This study is sponsored by or This study is funded by {insert name of sponsor(s) and/or funder(s), grantor(s), institution(s) as applicable} ____ . Payments are made to {insert name of the institution(s)} _____ and/or the investigator(s), who are disclosing the following potential conflict(s) of interests. 

{Select as appropriate}
1.
The investigator(s) or the institution {insert name of the institution(s)} _____ , own(s) equity (stock) in the company which is paying for this research.

2.
The investigator(s) personally receive(s) consulting fees, or other payments from the company which is paying for the study.

3.
The investigator(s) is(are) inventor(s) of {insert the name of the agent/compound/device/diagnostic test, etc. that is being tested in the study} _____ , for which a patent may be filed by the institution. If the patent is pursued, based on data from this and other research, royalties and other compensation may be received by the institution and the investigator(s). Thus the {insert name of the institution} ________ and the investigator(s) have a potential financial interest in the outcome of this study.

Or

This study is sponsored by or This study is funded by {insert name of sponsor(s) and/or funder(s), grantor(s), institution(s) as applicable} ________, which owns {select as appropriate} the agent/compound/diagnostic test being used in this study, and thus has a potential financial interest in the outcome of the study. 
[Required element – Purpose of the Research Study]

{State that the study involves research} This study involves research. The purpose of this research study is to {Describe simply and clearly the purpose of the research study. State what the study is designed to assess or establish} _______ . 
<Purpose of the Research Study Options}>
to learn about the natural history of {insert name of disease/condition}______
to learn about the causes of {insert name of disease/condition}______
to learn about the treatments of {insert name of disease/condition}______

to establish a resource for researchers investigating {insert a particular aspect of a disease/condition} _______ of {insert name of disease/condition}______

to establish a resource for researchers investigating all aspects of {insert name of disease/condition}______
to further understanding of factors that {select as appropriate} contribute or modify {insert name of disease/condition}______ risks in individuals with a familial or inherited risk of {insert name of disease/condition}_______
to obtain information on the safety and effectiveness of {insert name of agent, device, etc.}_____
to establish a genetic diagnosis of {insert name of disorder/condition}______

to best help {insert population,, e.g., parents, siblings}_____ to make informed decisions about communicating their {insert as appropriate; test results, diagnosis} _____ to their {insert population,, e.g., parents, siblings} _____ , or to help {insert type of health care professional, e.g., physician, nurse, genetic counselor, psychologist} _____ to educate {insert population, e.g., parents, siblings} _____ about their decision. An “informed decision” is one that is best for you and is based on your preferences and values.
You have been selected as a possible subject in this study because {explain succinctly and simply why the prospective subject is eligible to participate} ______ .

<Reasons for including individuals in the study Options>
You have been clinically diagnosed with {insert name of disease/condition} ______.
You have a personal and/or family history of {insert name of disease/condition} ______.
You are an adult (age 21 and over) and you are a mother to one or more children ages {include age(s) of child(ren)} _____.
You are a healthy volunteer

You may not participate in this study if any of the following apply to you {insert conditions which preclude participation in the study} _____ .

<Conditions which preclude participation in the study>
You do not have ready and consistent access to a telephone.
You have already received radiation therapy.
You are currently in psychotherapy.
[Required Element - Research Protocols] 
If you volunteer to participate in this study, we would ask you to do the following: 
{Explain exactly what will happen to the individual should s/he choose to take part in the study, in a step-by-step manner. Describe the procedures chronologically using simple language, short sentences and short paragraphs. The use of subheadings can help to organize this section and increases readability. Scientific terms should be defined and explained. Identify any procedures which are experimental. It is advisable to be culturally sensitive. The use of drawings, charts or props to better illustrate the procedures may be helpful. List tests and procedures and their frequency. Include whether a patient will be at home, in the hospital, or in an outpatient setting.}

The following procedures may be requested of you: _____ .
<Protocol Options>
Questionnaire Data: Questions about {insert nature of data that will be collected, e.g., your family history and other {insert name of disease/condition risk information}} ______ may be asked of you {insert method of data collection, e.g., over the phone by a trained interviewer or by a self –administered questionnaire, etc.} _____ . You may be contacted on a {insert frequency of contact, e.g., semi-annual, annual, etc.} basis to complete follow-up questionnaires to enable researchers to obtain the most accurate information.
Medical records: We may ask you to sign a medical release form to allow us to request {insert medical documents that will be collected as appropriate; e.g., your pathology reports, MRI films and reports, test results, etc.} _______ and other medical records of interest from doctors and hospitals. Documentation will be sought only for {insert name of disease/condition} ________ -related conditions or procedures, or other diagnoses or procedures that may be relevant for {insert goal of the study, e.g., name of disease/condition understanding of natural history, risk assessment, establishment of diagnosis, new treatment development, etc.} _____ . Obtaining these records is very important for formal verification and documentation of accurate medical information. In addition {insert name of medical records collected as appropriate: pathology reports, MRI films and reports, test results} ________ may also provide information which could improve {select as appropriate: risk assessment, understanding of ____ , etc.} in the future, by ______ {insert possible outcome as appropriate: revealing whether {insert name of disease/condition} _____ are more or less likely to run in families, etc.} No medical records can be obtained without your explicit, written permission.
Blood specimens: if blood is taken, a needle will be placed in one of the veins in your hand or arm. Approximately {insert amount of blood drawn in a language that the person understands. It is advised to be culturally sensitive. Use pictures or other props to illustrate the procedure if it is unfamiliar. Show spoon, vial or other small container with an amount of water equivalent to the amount of blood to be drawn.} _____ cc of blood, which corresponds approximately to {insert appropriate equivalent of measure, e.g., number of tablespoons or tubes} ______ will be taken, using standard blood collection techniques. This amount of blood will be taken {insert frequency, e.g., once, twice per week/month}, which represents a total amount of blood of {insert total amount of blood collected during the entire study} _____ cc or {insert appropriate equivalent measure} _____ from the beginning to the end of your participation in the study. These blood samples will be stored for research purposes and {if appropriate} genetic material (DNA) will be obtained for investigational studies and may also be preserved. All specimens will be stored with a unique identifier. At the end of the research, in {insert duration of research, e.g., one year} _____ , any leftover blood sample will be destroyed. 
Saliva specimens: we may ask you to give us a sample of your saliva to be used for {insert appropriate test; e.g., genetic, metabolic, etc.} _____ research test, related to {insert name of disease/condition} _____ research. You will be asked to swish mouthwash in your mouth, and then spit into a cup {insert how frequently such samples will be collected during the course of the study}. All specimens will be stored with a unique identifier. At the end of the research, in {insert duration of research, e.g. one year} _____ , any leftover saliva sample will be destroyed.
Monitoring of telephone surveys or questionnaires: All telephone surveys or questionnaires conducted as part of this study may be monitored and audio recorded for training and quality control purposes. We will inform you if this is taking place. These audio recordings will be part of your confidential study record.

Research study in parallel with routine treatment: Participation in this study will not in any way change the other tests or medical care that your physician has recommended to you. The tests that we perform on the sample(s) you give us are for research purposes. For this reason, they will not be meaningful for evaluating your health until more studies are completed. No individual results from this research will be given to you or anyone else.
Use of a placebo: A placebo is a “fake” agent/procedure which is not active. It does not have the therapeutic effect which can be expected from a drug or therapeutic procedure. In this study, the placebo is {insert nature of placebo, e.g., sugar pills, saline injections, etc.} _____ .

{If appropriate, specify the subject’s assignment to study group}

Randomization of subjects: You will be “randomized” into one of the study groups, {name the various groups which will take part in the study} _____ . Randomization means that you are put into a group by chance. It is like flipping a coin. A computer will assign you by chance to one of the groups. Neither you nor the researchers will choose what group you will be in. You will have a(n) {insert probability of patient to be in a group, e.g., equal/one in three/etc.} _____ chance of being placed in any group.

· If you are in group 1 (often called “Arm A”), {Explain what will happen for this group with clear indication of which interventions depart from routine care} _____ . 
· If you are in group 2 (often called “Arm B”), {Explain what will happen for this group with clear indication of which interventions depart from routine care} _____ . 
· If you are in group 3…

Cohorts: At the beginning of the study, {insert number of subjects in first cohort} _____ patients will be treated with a low dose of the {insert name of the agent} _____ . If this dose does not cause bad side effects, the dose will slowly be increased as new patients take part in the study. A total of {enter maximum number of subjects} _____ patients are the most that would be able to participate in the study.

{If appropriate, provide a short description of cohorts} 

{Duration of participation. Specify the length of time for participation in each procedure, the total length of time for participation, frequency of procedures, location of the procedures to be done, etc.} ______ 
<Duration of participation Options:>
If you agree to take part in this study, your involvement will last approximately {insert total length of time of participation}_____. During this time, you will be asked to come to the {insert name of location when study takes place}________ {insert number of times} ______times. Each clinic visit will take approximately {insert amount of time} ______. Finally, you will be asked to meet one last time with us, {insert amount of time, e.g., 3 months} _____ after your last clinic visit for a final check-up. At the end of {insert total length of time of participation}_____, you will have completed your participation in the research study.

Study involving long-term follow-up: You will be asked to take/receive {insert name of agent/intervention} _____ for {insert months, weeks/until a certain event} _____ . After you are finished taking/receiving {insert name of agent/intervention} _____ , the study doctor/principal investigator will ask you to visit the office for follow-up exams for at least {indicate time frames and requirements of follow-up. When appropriate, state that the study will involve long-term follow-up and specify time frames and requirements of long-term follow-up, e.g., “We would like to keep track of your medical condition for the rest of your life. We would like to do this by calling you on the telephone once a year to see how you are doing. Keeping in touch with you and checking on your condition every year helps us look at the long-term effects of the study.”}
Duration of participation is indefinite: You will be in the study for an indefinite period of time. You will be contacted {select appropriate: annually, every other year, etc.} _____ to complete follow-up questionnaires that will help our research team to maintain accurate information.

{If appropriate, include a permission to re-contact for related studies}
We will ask your permission to re-contact you about other related studies for which you may be eligible. These studies may be related to {insert as appropriate: methods of early detection/risk reduction, diagnosis, risk assessment, treatment, genetic counseling, medical decisions, lifestyle, psychosocial implications of, etc.} _____ . If you agree to be re-contacted in the future, you may receive information about the new study and you can decline participation. Your name and contact information will not be given to researchers conducting these studies without your permission. Your decision about whether to be re-contacted for related studies, or your decision about participating in these studies will not affect your ongoing participation in the current study or care by your physicians.
{Additional element as appropriate - Approximate number of subjects involved in the study}

Participants in the study are referred to as subjects. Approximately {insert number of subjects} _____ subjects will take part in this research study {select} nationwide {or} worldwide; and about {insert number of subjects} _____subjects are expected to take part at {insert name of your institution} _______ .

 [Required element - Risks]
{Describe in lay terms any reasonable foreseeable risks, discomforts, inconveniences associated with each procedure or agent administered, in percentages and numbers whenever possible, and how these will be managed. Include both physical and nonphysical risks. Describe the anticipated frequency and severity of each. Note if there are significant physical or psychological risks to participation that might cause the researcher to terminate the study.} _____
{Using a bulleted format, list risks and side effects related to the investigational aspects of the trial. Side effects of supportive medications should not be listed unless they are mandated by the study. 

List by regimen the physical and nonphysical risks and side effects of participating in the study in three categories: 1.”likely”; 2. “less likely”; 3. “rare but serious”. 

There is no standard definition of “likely” and “less likely.” As a guideline, “likely” can be viewed as occurring in greater than 20% of patients and “less likely” in less than or equal to 20% of patients. However, this categorization should be adapted to specific study agents by the principal investigator.

In the “likely” and “less likely” categories, identify those side effects that may be “serious”. “Serious” is defined as side effects that may require hospitalization or may be irreversible, long-term, life-threatening or fatal. 

Side effects that occur in less than 2-3% of patients do not have to be listed unless they are serious, and should then appear in the “rare but serious” category. 

Non-physical risks may include social, psychological, or economic harm; risk of criminal or civil liability; or damage to financial standing, employability, or reputation. 

Describe side effects by how they make a patient feel, for example, “Loss of red blood cells, also called anemia, can cause tiredness, weakness and shortness of breath.”}

You should talk to your study doctor/principal investigator about any side effects that you have while taking part in the study.  

<Risk Options>
No known risks: There are no known risks associated with this research study. 

Foreseeable risks, necessity to interrupt study due to side effects: While in the study, you may be at risk for the following {select the appropriate terms: risks, discomforts, inconveniences, side effects, responses}. Most of them are listed below but they may vary from person to person. {list potential side effects using a bullet point format}
More likely: 

· _____

· _____

· _____


 Less likely: 

· _____

· _____

· _____

Rare but serious:

· _____

· _____

· _____

We will follow you closely and we will ask you if you are experiencing any unwanted effects resulting from your participation in the study. In the event of your experiencing side effects, we may ask you to take a break from the study for up to {insert amount of break time} _____ , at which point we will evaluate with you if your participation can resume. Or, if we deem that it is necessary, we may stop your participation. In this case, we will discuss these possibilities together with you.

Physical and non-physical risks: 
· You may be unable to work due to {insert reason}_____, which may/will be {select the relevant duration} short-term, long-term, life-long. 
· You may experience some anxiety or sadness related to {insert reason, e.g., answering questions about your personal or family medical history} _____ .
· You may experience temporary superficial bruising, discomfort, or bleeding, and rarely infections at the site of needle draws, as well as a possible uneasiness associated with needles. All of our phlebotomists associated with our research programs are fully trained in the proper methods of phlebotomy and in how to deal with complications if any arise.
· You may experience minor stinging from the mouthwash.
· Your private and confidential information about you, your and your familial medical history and/or psychological well-being, and your tests results may be learned by others. 
· You may find it upsetting to be re-contacted in the future to update your information. However, the principal investigator and research personnel at {insert name of your institution} _____ who might have direct contact with you are all trained in dealing with subjects in a positive manner.
Side effects resulting from the use of a placebo: If you are in the treatment group which receives the placebo (inactive substance/procedure), your symptoms or condition may worsen or not improve.
Reproductive risks to women: {If applicable, state that the study may involve risks to the subject or to the embryo or fetus, if the subject is or may become pregnant.}
There may be other side effects or discomforts that we cannot predict, especially to a fetus or embryo. Because the {insert name of procedure or agent} ____ in this study may affect an unborn baby, you should not become pregnant or father a baby while in this study because the agents/procedures in this study can affect an unborn baby. It is important for you to know that you need to use effective birth control methods while in this study and for {insert amount of time} _____ afterwards. The treatment being studied may have long-term effects that could increase the risk of harm to an unborn child. Check with your study doctor/principal investigator about what kind of birth control methods to use and how long to use them. Some methods might not be approved for use in this study. {Some sponsors specify exactly what forms of contraceptive are acceptable. Barrier methods may be required as there may be concerns about interactions between the study medication and oral contraceptives.} {Include a statement about possible sterility when appropriate} {Insert name of agent/procedure} _____ used in the study may make you unable to have children in the future. {If appropriate include a statement that pregnancy testing may be required} If you are a woman of childbearing potential, you will be asked to undergo a pregnancy test before beginning this study. If you believe or know that you have become pregnant during the course of this research study, please notify the study investigator as soon as possible. Women should not breastfeed a baby while in this study.

[Required element - Benefits] 
{Describe benefits to subjects expected from the research. If the subject will not benefit from participation, clearly state this fact.} 
{State the potential benefits, if any, to others, to science or society expected from the research.}

{Payment given to the subject for participation in the study is not a benefit, it is compensation for the subject’s time and any expenses that s/he could incur as a result of participation in the study, and should not be included in this section.}
<Benefit Options>
You will not (directly) benefit from taking part in this research study.

The possible benefit(s) you may experience from the {insert research agent/device/procedure} _____ described in this research includes {list any benefits that may be reasonably expected}
_____ . However, there is no guarantee that you will benefit from being in this research.

There may be no direct personal benefit to you in taking part in this study other than a sense of helping the public at large. Knowledge may be gained from your participation that will benefit others. Indeed, the results of this research may {select or add benefits as appropriate; e.g., enable the diagnosis or guide the future treatment of {insert disease/condition} _______ ; help medical science to gain further understanding of {insert area of medicine impacted by the study} _____ ; etc.}
[Required element - Alternatives] 
{Disclose appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject.}
<Alternatives Options:>
Before deciding whether to participate in this study, we invite you to discuss with your doctor the choices that are available to you. Alternatives to participating in this study are as follows: 
{List the alternative treatments or procedures}

· You may choose to not participate at all. Refusal to participate or to continue to participate will not harm your relationships with your physician, the {insert name of your institution} _____ , and those doing the research.
· You may receive the established standard treatment without being a subject in the study. {Insert name of disease/condition} _____ is commonly treated with {explain standard treatment} _____.
· You may participate in another study.
· {For studies involving end-stage disorders} You may obtain comfort care, also called palliative care. This type of care helps reduce pain, tiredness, appetite problems and other problems caused by the {insert name of disease/condition} _____ . It does not treat the disease/condition directly, but instead tries to improve your quality of life. Comfort care tries to keep you as active and comfortable as possible.
[Required element - Authorization To Use And Disclose Information For Research Purposes]
[In case of use of private health information]

{Some institutions recommend that the HIPAA research authorization be addressed in the research study informed consent form. Other institutions recommend that two different consent forms be produced: one for the research study and one for the HIPAA research authorization. Check with your local institutional policy. A HIPAA research authorization template is available on this Website under the “HIPAA Research Authorization” section.}  

{Describe the extent, if any, to which confidentiality of records identifying the subject will be maintained.}
Any information that is obtained in connection with this study and that can be identified with you will remain confidential and will be disclosed only with your permission or as required by law. 

{Briefly describe how personal information, research data, and related records will be treated, coded, and stored, to prevent access by unauthorized persons and for what length of time. State if and when individual data will be destroyed following analysis, and the format in which data will be reported.} _______.
<Protection of Information Options:>
Your {select as appropriate: sample(s), MRI films or records, test results, tissues, genetic material, medical/family history information, etc.} _____ may be shared with collaborating investigators from this and/or other institutions. These individuals will never have access to your name or any of your contact information. Your name will not be attached to any of your biological samples or questionnaire information. Your records will be stored in {insert type of storage; e.g., a separate, locked file cabinet, a secured computer database/file, a secure stand-alone computer kept in a locked room} _____ accessible, examined or changed by qualified, authorized personnel only. To open the {insert type of record} _____ , each authorized user of the database/file must use {insert security measure; e.g., a password, key, combination} _____ known only to that individual. All of your personal information, including your name, birth date, address, etc. will be kept in {insert storage type; e.g., a computer database, a file cabinet, a safe} _____ separate from your medical information. All medical information and biological samples will be tracked by an identification number (ID#) that can only be linked to your name by authorized research personnel at {insert name of your institution} ____  . These measures are in agreement with legal requirements. Although we make every effort to protect your confidentiality, there may be a small risk of loss of confidentiality associated with being part of this study. If your data/specimens were to be accidentally released or accessed, it might be possible that the information we will gather about you as part of this study could become available to an insurer or an employer, or a relative, or someone else outside the study. Even though there are discrimination protections in Federal law, as well as many state laws, there still is a small chance that you could be harmed if a release occurred. However, every effort is being made to protect your privacy.
For research records and/or specimens sent to {insert name of outside entity} _____ , you will NOT be identified by name, social security number, address or phone number. The records and /or specimens may include {list all that apply: a code number, your initials, date of birth, etc.} _____ . The list that matches your name with the code number will be kept in a locked file in {insert location, such as PI’s office} ______ .
All responses to interviews will be given by subjects in private. We will minimize all communication that involves names or other identifying information.

{For research records/samples that are sent outside of your institution, describe methods that will be used to ensure confidentiality. If records and specimens are sent to different entities or labeled differently, describe their confidentiality measures separately.}
{The following statement is considered mandatory for all research studies} 
In the event of any publication or presentation resulting from the research, no personally identifiable information will be shared.

{Explain how specific consent will be solicited if any other uses of information collected as part of this research are contemplated.}

{Returning Results to Research Participants}
{If research results are given to participants (either individual research results or general research findings through newsletters, study Website, etc.), include a description of the format and process for returning results.}
We will periodically summarize interesting general findings from this project and how they are contributing to our understanding of health and disease on our project website and through a periodic newsletter.
{In some cases, applicable state or local laws require the return of specific test results to participants, e.g., the diagnosis of particular communicable diseases. In such cases, a statement to this effect should be included in the consent form.}
<Return of Results Options:>
We will not give you any individual results from this research. This is because it will probably take a long time and additional research for this project to lead to conclusions that we can use for your care. However, we will tell you if we find that you have a communicable disease that we are required by law to report. 

If you become a subject in this study, it is possible that family members, friends, colleagues and acquaintances, or other individuals ask you about your participation in the study. We invite you to think about this matter before agreeing to participate in this study, to make sure that you can ensure your confidentiality to your satisfaction.
{If appropriate} Administrative personnel involved in processing your gift certificates and compensation benefits for your participation will be aware of your identity.

{If information will be released to any other party for any reason, state the person/agency to whom the information will be furnished, the nature of the information, and the purpose of the disclosure.}_______
<Entities outside of the institution may have access to subjects’ information>
In addition to the researchers and research institution(s) conducting this study, organizations that may request to inspect and/or copy your research and medical records for quality assurance, data analysis and other research-related and operational and administrative purposes, include groups such as:
{Select as appropriate}
· The Office for Human Research Protections in the U. S. Department of Health and Human Services or other federal, state or international regulatory agencies. 
· The {insert name of your institution approving IRB}______ Institutional Review Board or Office for Responsible Research Practices 
· {The sponsor or agency supporting the study, if any}_________

· The National Institutes of Health
· The National Cancer Institute
· The Food and Agent Administration
· Federal research oversight agencies
[Required element - Participation and Withdrawal]
{State that participation is voluntary, that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled; and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled. Explain the consequences of a subject’s decision to withdraw from the research and the procedures for orderly termination of participation by the subject.}

{Additional element, if appropriate: List the anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent.} 

{Additional element if appropriate: State that significant new findings developed during the course of the research, which may relate to the subject’s willingness to continue participation, will be provided to the subject.}

<Participation and Withdrawal Options:>
Your participation in this study is completely voluntary and you are free to choose whether to be in it or not. You may decline to participate or you may withdraw from the study at any time without penalty or loss of any benefit to which you are entitled and without jeopardizing your access to care, treatment and health services unrelated to the research. You will still be able to obtain your medical care from our institution.  If you decide to stop participating, we encourage you to talk to {insert name of doctor/investigator} _____ , who will tell you how to stop safely and who will discuss with you the follow-up care which could be most helpful for you.

The {select as appropriate: investigator, physician, sponsor, funder or grantor} _____ may stop the study or withdraw you from this research without your permission if circumstances arise which warrant doing so. Some possible reasons for this are {describe the anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent; e.g., They may judge that it is in your best medical or psychological interest to do so; you experienced a study-related injury; you need additional or different medication; you did not follow the study instructions; various administrative reasons; various medical reasons; etc.} ____. If your participation in the research ends early, you may be asked to visit the investigator for a final consultation. 

At any time during the course of this research, we will tell you any new information discovered which might affect your health, welfare, or willingness to continue participating in the study.
[Required element - Compensation for participation]

{State whether the subject will receive compensation. If the subject will receive compensation, describe type, amount (total amount, average total amount, amount per visit, amount per hour, etc.), schedule, and proration schedule should the subject decide to withdraw or is withdrawn by the investigator.} 

<Compensation Examples:>
You will not receive any monetary compensation or gift for participating in this research study. You should not expect anyone to pay you for pain, worry, lost income, or non-medical care costs that occur from taking part in this research study.

Materials obtained from you in this research may be used for commercial purposes. It is the policy of {insert name of institution, sponsor/funder/grantor} _____ and their affiliates not to provide financial compensation to you should this occur.

You will not be paid for participating in this study. You will receive tokens of appreciation in the form of {insert amount}$ _____ gift certificates to {insert names of stores} _____ for participating in the study and for completing telephone surveys.

You will be compensated for your time and expenses and to help you defray the travel, lost wages and other costs due to your participation in this study.

You will receive the amount of $____ for each of your scheduled visits to {insert name of institution} _____.

You will receive the total amount of $____ once you have completed the study.

You will be reimbursed integrally for your travel and parking expenses resulting from your participation in this study upon receipt of your travel bills.

Any interim illnesses that you may experience will be treated at no charge to you.

Babysitting will be provided for your child(ren), free of charge, at {insert name of institution} _____ during your visit related to your participation in the study.

If your child becomes sick during this period he/she will be treated free of charge.

You will not be given any other monetary compensation or gift for your participation in this study.

Important: You will need to give us receipts that clearly show your costs.

The IRS has certain rules about paying people who take part in research studies. If you took part in this study, we would ask you to provide your name, mailing address, and social security number so we can pay you.

You can be in this study even if you do not give us this information. If you decide not to give us this information, you could receive a gift card and no payment.

The payments you would receive for being in this study might be taxable. {Insert name of your institution} _____ is required to report to the IRS study payments of {insert monetary amount} $ _____ or more made to anyone in any year.

[Required element – Subjects’ Rights]

{Explain research subjects’ rights.}

You will not lose any legal claims, rights or remedies by signing this form and by your participation in this research study. 
The Institutional Review Board responsible for human subject research at {insert name of your institution} _____ reviewed this research project and found it to be acceptable, according to applicable state and federal regulations and {insert name of research institution} _____ policies designed to protect the rights and welfare of subjects in research.   

{Additional element if appropriate: Describe any monetary costs to the subject that may result from participation in the research.}

{If the subject receives routine tests or procedures for his or her clinical care, provide specific information about which tests and procedures will be covered by the study and which are expected to be covered by the subject’s insurance. Consider adding a statement that the subject or his or her insurance company is responsible for non-study related activities or routine care. Also suggest that the subject check with his or her insurance carrier prior to deciding whether to participate in the study.}

<Cost to Participant Options:>
You {select as relevant} will/will not incur costs for participating in this research project. 
You and/or your health plan/insurance will need to pay for some or all of the costs of your {insert name of disease/condition} _____  treatment in this study. Some health plans will not pay these costs for people participating in research studies. Please check with your health plan/insurance what they will cover. Taking part in this study may or may not cost your insurance company more than the cost of obtaining the standard {insert name of disease/condition} _____ treatment. 

[Required element - Compensation for injury resulting from participating in the study]

{For research involving more than minimal risk, explain whether any compensation will be provided, and whether medical treatments are available, if injury occurs and, if so, what they consist of, or where further information may be obtained. }
{Your institution may have mandatory wording for treatment and compensation for injury. If so, include it here.} 
<Compensation Examples:>
We will make every effort to prevent study-related injury and illness. It is possible, however, that you could develop complications or injuries as a result of participating in this research study. In the event of injury resulting from this research, medical treatment is available but will be provided at the usual charge. It is the policy of this institution to provide neither financial compensation nor free medical treatment for research-related injury. The cost of this care will be charged to you or your third-party payer (e.g., your health insurer) in the usual manner and consistent with applicable laws. Some insurance companies may not cover costs associated with research studies. If for any reason these costs are not covered by your insurance, they will be your responsibility. You will also be responsible for any deductible, co-insurance and/or co-pay. No fund has been set aside by {insert name of your institution and sponsor/funder/grantor} _____ to repay you or compensate you for a study-related injury or illness.

If complications or injuries occur that are the result of a medication, procedure or test required for this study, the {insert name of your institution} _____ will reimburse the standard charges for the treatment of these complications or injuries. The compensation described in this section will be the only form of compensation provided to you for complications or injuries related to this study. 

[Required element - Contacts and Questions]

{State whom to contact for answers to pertinent questions about the research and research subjects’ rights, and whom to contact in the event of research-related injury to the subject.}
If you have questions now, please ask them before signing this form. You can ask any questions that you have about this study at any time. 
For questions, concerns, or complaints about this research, please feel free to contact the principal investigator/study doctor or research staff at {include contact information} _____ . {For greater than minimal risk studies, include night/emergency phone numbers} ________.
If you feel that you have been treated unfairly, or you have questions regarding your rights as a research subject {if using identifiable health information, then add: or about your privacy and the use of your personal health information}, you may contact the {insert name of institution} _____ Institutional Review Board (a group of people who review the research to protect your rights) at {insert IRB contact information} ______ . {Contact information for patient representatives or other individuals in a local institution who are not on the IRB or research team but take calls regarding research study questions can be listed here.}  
If you feel that you have suffered an injury as a result of participating in this study, please contact {insert contact information of principal investigator/study doctor on 24-hour call} _________ . Be sure to inform this person of your participation in this study.
For more information about participation in a research study and about the Institutional Review Board (IRB), the group of people who review the research to protect your rights, please visit the {insert name of your institution}________ IRB’s Website at {insert URL of institution Website} ________. On this Website, {describe location of information on the Website} _____ , you can access federal regulations and information about the protection of human research subjects. If you do not have access to the internet, copies of these federal regulations are available by calling {insert IRB phone number} _____ .

[Required element - Signature and Consent/Permission to be in the Research]

I have been informed about this study’s purpose, procedures, possible benefits, and risks. I have read (or someone has read to me) this form and I have received a copy of it. I have had the opportunity to ask questions and to discuss the study with an investigator. My questions have been answered to my satisfaction. I have been told that I can ask other questions any time. I voluntarily agree to participate in this study. I am free to withdraw from this study at any time without the need to justify my decision. The withdrawal will not in any way affect my future treatment or medical management and I will not lose any benefits to which I am otherwise entitled. I agree to cooperate with the principal investigator and the research staff and to inform them immediately if I experience any unexpected or unusual symptoms.
[Additional element if appropriate: Authorization to re-contact]
Below, I have indicated my decision about being re-contacted for related studies in the future by placing an “X” next to my choice:

___   Yes, please contact me about related studies

___   No, please do NOT contact me about related studies

Subject:  By signing this consent form, you indicate that you are voluntarily choosing to take part in this research. 

____________________________________
Printed Name of Subject

____________________________________
Name of Legal Representative (if applicable)

____________________________________

_______


Signature of Subject or Legal Representative


Date



{If subject is illiterate}

{A literate witness must sign this form. If possible, this person should be selected by the subject and should have no connection to the research team. Subjects who are illiterate should include their thumb-print as well.}  

I have witnessed the accurate reading of the consent form to {insert name of subject}_____ who has received a copy of it. {Insert name of subject}_____ has been informed about this study’s purpose, procedures, possible benefits, and risks. {Insert name of subject} _____ has had the opportunity to ask questions and to discuss the study with an investigator. His/her questions have been answered to his/her satisfaction. He/she has been told that he/she can ask other questions any time. He/she knows that he/she is free to withdraw from this study at any time without the need to justify his/her decision. The withdrawal will not in any way affect his/her future treatment or medical management and he/she will not lose any benefits to which he/she is otherwise entitled. He/she agrees to cooperate with the principal investigator and the research staff and to inform them immediately if he/she experiences any unexpected or unusual symptoms. I confirm that {insert name of subject} _____ has given consent freely.

​​______________________
Printed Name of Witness
AND
     Thumb print of subject





______________________




_____



Signature of Witness





Date













    month/day/year

{If appropriate, Subject’s Legally Authorized Representative (LAR), required for people unable to give consent for themselves.}
If the person reading this form is the parent/guardian or LAR, you agree to have your child/the person you represent take part in this research study.

Please note: if the person taking part in this research study is a foster child or ward of the state, then please tell the researcher or their staff.

_________________________________________________________





Printed Name of Parent or Subject’s Legally Authorized Representative


_________________________________________________________
_____

_______

Signature of Parent or Subject’s Legally Authorized Representative
Date

Time






{If approved to obtain consent via telephone, the researcher should make note of the date of the consent conference. When the participant/parent/LAR-signed form is returned, the researcher can then sign and date it with the current date. He/she should add a notation that the actual consent conference took place on the date noted via telephone.}
Investigator:
I have fully explained this study to the subject or his/her representative to the best of my ability. As a representative of this study, I have explained the purpose, the procedures, the benefits, and risks that are involved in this research study. I have answered the subject’s questions to his/her satisfaction before requesting the signature(s) above. I confirm that the individual has not been coerced into giving consent, and the consent has been given freely and voluntarily. There are no blanks in this document. A copy of this form has been given to the subject or his/her representative. 
_______________________
Printed name of Investigator





_______________________




_____


_____
Signature of Investigator




Date


Time
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