CONSENT TO TAKE PART IN A BIOMEDICAL RESEARCH STUDY


INSTRUCTIONS FOR BIOMEDICAL CONSENT TEMPLATE:

1. This template should be used if you are using or accessing Protected Health Information (PHI) or biospecimens for immediate analysis, your research is FDA regulated, and/or is a clinical trial. IF YOU ARE CREATING A BIOREPOSITORY THERE IS A SEPARATE CONSENT TEMPLATE.
2. Text that does not apply to your research should be deleted or modified as appropriate. The red text is intended to be instructional. Be sure to delete all red instructive italicized text throughout the document before submitting the informed consent for IRB review. 

3. Consent documents must use a minimum of 12-point font size and the font style should be one of the larger typefaces, such as Tahoma, Arial or Century Gothic. 
4. Consent documents should be written at an 8th grade reading level or below.  While this is not required for all consent documents, it is strongly recommended.
CARILION CLINIC

CONSENT TO TAKE PART IN A BIOMEDICAL RESEARCH STUDY

TITLE: (protocol number, if applicable, and complete title of study)

IRB#:

INVESTIGATOR:  (PI name, address, phone number, email)
A concise summary at the beginning of the consent document is required for consent forms longer than 4 pages (not including signature pages). The summary should be a focused presentation of the key information that is most likely to assist a prospective participant in understanding the reasons why one might or might not want to participate in the research, and also should provide appropriate alternative procedures or courses of treatment, if any, that may be advantageous to the prospective participant.  The body of the consent form must go into greater detail about these topics. 
SUMMARY

This consent form contains important information to help you decide whether to take part in a research study. You should read and discuss all the information in this consent form with the research study doctor. A brief summary of the study is provided below.
· Being in this research study is voluntary; it is your choice.

· If you join this study, you can still stop at any time.

· Do not join this study unless all of your questions are answered.
· Briefly describe why this study is being conducted

· Briefly describe why the individual may choose to participate

· Provide a general idea of the study procedures 

· Your participation is expected to last XXX over XXX study visits

· The most important benefits that you may expect from taking part in this research include XXX.( In simple language, explain the reasonably expected benefits to participants that are most likely to affect someone’s decision about whether to take part in the research study. If there are no benefits, state: It is not expected that you will personally benefit from this research)
· The most likely risks to you are XXX. (In simple language, explain the risks and discomforts that are most likely to affect someone’s decision about whether to take part in the research study. Identify the most important risks, like the information that a doctor might deliver in the clinical context. Emphasize how those risks are changed by taking part in the study. Include the complete list of reasonably foreseeable risks in the main body of the consent form.)
· Your options other than participating are XXX; 

· Being in the study will not cost anything OR You or your insurance will be billed for standard medical care and you will be responsible for any medical costs your insurance does not cover. 
· Other information that may be important for you to consider so you can decide whether to take part in this research is XXX (Describe any additional information that may be important in this specific study, such as large out of pocket expenses, participant responsibilities that many people might consider burdensome (e.g., abstinence from sexual relations, cigarettes, or alcohol, inability to drive a car while taking study medication, need for overnight stays or admittance to a secure facility), unusual issues related to privacy or confidentiality (e.g., situations where the participant’s research participation is likely to be reported in the media), or serious implications for future treatment (e.g., taking the study drug may limit future treatments options.) If there is no other information in this category, this bullet point  can be omitted.)
Example of a summary:  
· This study is being done to find out if a new investigational mitral valve helps your heart function better than those that are currently available and approved.  

A heart that functions better will make you feel like you have more energy and will decrease swelling in your legs.  

· There are other mitral valves that are already available to use.  Researchers believe that this  new mitral valve might work better because it is covered in a medicine to help decrease the possibility of you having a stroke after it is inserted.  

· Previous studies have shown that the surgery time to insert this new valve may be about one hour longer.  You will also be asked to complete some additional questionnaires for research during your routine follow-up appointments, which will take about half hour longer.

· There is a slight additional risk to you by being under anesthesia for an extra hour.  

· It is not known whether this investigational device will be better or worse for you than what your doctor would normally choose.  By participating in this research study, you may help doctors answer this question.

· You or your insurance will be billed for standard medical care. You should discuss this surgery with your insurance company to find out if they will cover the cost. If not, you will be billed.
The study staff will explain this study in detail to you.  Ask questions about anything that is not clear at any time.  You may take home an unsigned copy of this consent form to think about and discuss with family or friends.  
DETAILED RESEARCH CONSENT
Please read this entire consent form carefully.

When the research involves consent by a legally authorized representative or parent, include: In this consent form “you” generally refers to the research participant. If you are being asked as the legally authorized representative, parent, or guardian to permit the participant to take part in the research, “you” in the rest of this form generally means the research participant.
WHAT IS INFORMED CONSENT?

Informed consent is the process of learning the key facts about a research study before you decide whether or not to volunteer. Your agreement to volunteer should be based upon knowing what will take place in the research study and how it might affect you. Informed consent begins when the research staff explains the facts to you about the research study.

The research staff will assist you with the informed consent form that goes over these facts so you can decide whether or not you want to take part in the research study. These facts include details about the research study, tests or procedures you may receive, the benefits and risks that could result and your rights as a research volunteer.

{Include an explanation that this is a research study. State who is sponsoring the research and who the principal investigator is. Explain how prospective participants are chosen. Include a statement that describes what informed consent is. If the researcher is also the participant’s treating physician, include an explanation of the different role of researcher vs. treating physician.}
Example: The research is sponsored by the (Carilion Clinic and XXX). The person running this study locally is XXX. Before you can decide whether to take part in the research, you should be told about the possible risks and benefits with this study. This process is known as informed consent. This consent form will give you information about this study and your rights as a research participant.  Being in this study is voluntary.
Be aware that the role of the study doctor is different from the role of your personal doctor. Your personal doctor decides how to treat your specific problem in order to help you. The study doctor treats all participants under a specific protocol to obtain general knowledge that may or may not benefit you. Be sure to ask your doctors questions to help you know more about these different roles.
WHY IS THIS RESEARCH BEING DONE?

{Explain the purposes of the research, an approximate number of participants involved, and the expected duration of the patient’s participation. Use lay terms and keep as concise as possible. Use second person throughout. No more than one paragraph of 5-10 lines is recommended.}  

Example:  The purpose of this research is to      . There will be       participants from       locations taking part. Locally there will be       participants taking part. There will be       number of research study visits. The length of time you can expect to be in this research is      . 

WHAT WILL HAPPEN IN THIS RESEARCH STUDY?

{Use simple language. Give a detailed description of the study procedures that the participants will be expected to follow in an orderly format.  Explain the research and how it is experimental (i.e. new drug, extra tests, or what is being looked at, etc). Include all procedures done because the participant is taking part in this research, including procedures to monitor participants for safety. Do NOT describe procedures that will be performed regardless of whether the participant takes part in this research unless they are pertinent to the overall study design. In this instance, a brief summary of the standard of care procedures is adequate. 
When appropriate for your research, include the following items:

· Indicate the number, length, and duration of visits and specific procedures

Provide a time-line description of the tests and procedures that will be done, including screening procedures.  Use tables or charts if they are helpful to explain the schedule.

Describe each group or arm. If the research involves random assignment describe this and the probability of assignment to each group,

Identify all hospitalizations, outpatient visits, and telephone or written follow-up

· Identify all unapproved drugs, devices, tests, and procedures as experimental.

· For studies conducted under an IND, IDE, or abbreviated IDE, state: [name of the product or device] is investigational, which means that it is not approved by the Food and Drug Administration (FDA).

· Identify all approved drugs, devices, tests, and procedures being used in a novel fashion as experimental

· If blood will be drawn, indicate how often and the amount 

· Identify all questionnaires or diaries by name and explain what they involve and how long and how often they will need to be completed
· For research on investigational drugs or devices, list any options for the participant to get the drug/device after the research, and who will pay for this.
Describe where this research will be done, and if research visits will be virtual, describe technology that will be needed (moved from the 1st bullet)

· Describe any planned future research (extension study, follow-up study, analysis of specimens). Describe them and whether participants will be asked to sign a separate consent form.

· Indicate whether participants will be asked to be contacted for future research.  If so, their decision will be documented before the signature boxes.

· Indicate whether the study treatment will be available at the end of the study. 
If participants are to be randomized: It is not clear which (drug, treatment, device, additional treatment, etc.) is better. For this reason, the (treatment) given to you will be assigned on chance using a method called randomization. Randomization means that the group you are in will be assigned by chance, like the flip of a coin (For studies with more than 2 arms, use “like drawing numbers from a hat.”). Your chance of receiving (treatment) is (equal, one in three, etc.). 
If your study will use a placebo: A placebo is an inactive substance given in the same form as the active drug, 

If the study is blinded: Neither you nor your doctor will know which treatment you are receiving. This information is available in the event of an emergency.
(Use any of the sample paragraphs below as appropriate to describe the purpose of the genetic research:)

{For Genetic Testing}

The purpose of a genetic test is to identify the genetic factors that help bring about or lead to a certain disease. Genetic testing is a study of DNA, which contains a person’s genetic code, or chromosomes which are clusters of genes. The testing is used to find out whether there is a change in the DNA.  Changes may mean there is a risk for an inherited disease in a person. 

{For Gene Mapping}

The purpose of this testing is to map a gene to find its exact location, or to find a marker close by in your genetic code.  Once a gene has been mapped, it is much easier to study the genetic basis of a condition.  Scientists first have to find out what the gene does.  Then they can begin to make tests for the gene and try to find treatments and cures.

{For Pedigree Studies }

The purpose of this testing is to see how (describe gene/disease to be studied) is distributed in families. To do this type of testing, investigators identify individual members of families with the disease, condition, or characteristic and gather information about them and the other members of their family.  The study team will ask you to approach other members of your family and ask them if they would like to take part in this study also.  In order to protect your confidentiality, investigators will obtain consent before revealing medical or personal information about individuals to other family members. 

Required if the research will or might include whole genome sequencing of biospecimens now or in the future:

We may conduct whole genome sequencing on your specimens.  Genes are made of DNA, which stores information in the form of a code that you inherit from your parents and that you pass on to your children. Whole genome sequencing is a process of determining your complete DNA sequence.  Genome sequencing may be helpful in the future of personalized medicine as an important tool to guide therapeutic intervention.
We also would like to have permission to look at your medical records from time to time. We will review and collect your medical history by accessing your medical records. The information will include your demographic information like gender and age, medical history, diagnosis, treatments, medications, and diagnostic images as well as the outcome of your illness. This helps researchers link their research results and their meaning to different aspects of human disease and the effects of treatment. When researchers get specimens, they may also get this health information about you if you agree to take part in the repository. The confidentiality section below provides details about how we will keep your information private.
What are my responsibilities if I take part in this research?

If you take part in this research, you will be responsible to: Describe the responsibilities of the participant in addition to those described in the previous section.

Describe any warning or precautions that the participant needs to know

Describe any warnings regarding pregnancy or fathering a child

Describe any requirements to for the participant or the participant’s partner to abstain from sexual relations or use contraception

Describe any requirements to avoid certain activities or refrain from taking certain drugs

Describe any requirements to keep research articles out of the reach of children or others

Describe any requirements to promptly report certain side effects to the investigator

Describe requirements to follow the instructions as provided by the study team and to give them any new information about new medications, new medical issues, etc.

Describe any requirements to avoid or minimize contact with others

Describe any situations where the participants should immediately contact the investigator or immediately seek medical attention
WHAT ARE THE RISKS OF BEING IN THIS RESEARCH STUDY?

{Include in this section all foreseeable potential side effects of drugs used, the discomforts associated with any procedures and tests that are done because of the study, and any psychological or socioeconomic harm that might result. 
Consider:

Physical risks (for example, medical side effects)

Psychological risks (for example, embarrassment, fear or guilt)

Privacy risks (for example, disclosure of private information)

Legal risks (for example, legal prosecution or being reported for child abuse)

Social risks (for example, social ostracizing or discrimination)

Economic risks (for example, having to pay money out-of-pocket for research or medical expenses, losing health insurance, or being unable to obtain a job)

Clearly itemize types of risks, the relative severities and the expected frequencies. For consistency, side effects are categorized as:

· mild - those that do not require a therapeutic intervention

· moderate - require an intervention

· severe - potentially fatal or life-threatening, disabling, or require prolonged hospitalization

· rare - occur less than one in a thousand participants

· uncommon - occur in 1 in 100  participants

· common - occur in 1  in 10 participants

· frequent - occur in more than 1 in 10 participants. 

If the sponsor has another way of defining severities and/or frequencies, please describe what it is.} 

Describe the duration of the risks and discomforts. Note whether the risks and discomforts will go away when the study drug, device, or procedure is stopped.

Describe the side effects of any comparator drugs.

Describe any risks of washout, withholding treatment, or randomization.
For minimal risk research, include: There may be risks of stress, emotional distress, embarrassment, or inconvenience 
For research involving text messaging: Text messaging is part of this research study. You will receive x text messages a day from research staff. Your mobile phone provider may charge you for receiving text messages. You will be responsible for these costs. Text messages to you will not contain any of your personal information and you will not be asked to send any personal information to the research team via text, but we can make no guarantees about the confidentiality of the text messages, as text messages are not considered secure communications. 
For all research using identifiable information, include: As this study involves the use of your identifiable, personal information, there is a chance that a loss of confidentiality will occur. The researchers have procedures in place to lessen the possibility of this happening (see “What about confidentiality ?” section below). 
Include for research that involves procedures whose risk profile is not well known, including all research involving an investigational product: In addition to these risks, taking part in this research may harm you in unknown ways.

{If research on biospecimens may include research on genetic information, then include the following GINA language:}

Researchers may use your specimens to learn why some diseases are inherited in families or why a treatment causes side effects in some people but not others. This type of research may find medical conditions that affect you and your blood relatives since it looks at inherited traits. While your genes are unique to you, you share some of the with your blood relatives. It is possible that genetic research may find potential health concerns for you or your family. While this situation is rare, information could be misused by employers, insurance companies, and others.

Researchers believe the risks to you and your family from research on inherited traits are low. A federal law known as the Genetic Information Non-Discrimination Act (GINA) generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. This law generally will protect you in the following ways:
· Health insurance companies and group health plans may not request your genetic information that we get from this research. 
· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums.
· Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment.
The study may have additional risks that no one knows about yet. The researchers will let you know if they learn anything that might make you change your mind about participating in the study. 

WHAT ARE THE RISKS TO A PREGNANCY OR TO A NURSING CHILD? (if women of childbearing potential will be included AND there may be risks)
Include for research that involves pregnant women or women of child-bearing potential and known risks to an embryo or fetus:
Taking part in this research may hurt a pregnancy or fetus in the following ways:

For studies where pregnant women are excluded due to their exposure to drugs or radiation, use appropriate language below as it applies to the research:}
Example:  Researchers do not know the effect of (name of study drug) on babies before they are born or when they are nursing. If you are planning to get pregnant you should not be in the study. (When applicable, add: Men should not father children while in the study.) If you are able to become pregnant and you are sexually active, you are asked to practice an effective method of birth control while in this study. Methods of birth control include total abstinence (no sex), oral contraceptives (“the pill”), an intrauterine device (IUD); Levonorgestrel implants (Norplant), or Medroxy-progesterone acetate injections (Depo-Provera shots). If these cannot be used, contraceptive foam with a condom is recommended. If you are not sure about birth control or whether you could still get pregnant, discuss this with your doctor. This treatment will not be offered to participants who are pregnant. Women who might be able to get pregnant must have a negative pregnancy test before enrolling in this study. If you are unwilling to do this you are asked not to sign up for the study. Many drugs can get into a mother’s milk. You should not breast-feed your child while taking part in this study.
For studies where women who can become pregnant are included, use appropriate language below as it applies to the research:  

The effects of this study on unborn babies are not known. You must notify the principal investigator if you become pregnant. Any effect on your treatment or the effect on the baby will be discussed. Women of childbearing age are asked to have a pregnancy test before enrolling in this study. If you are unwilling to do this, you are asked not to sign up for the study.
{For studies that require a pregnancy test on all women who might be able to get pregnant, be sure to indicate who will pay for the pregnancy test(s).

WHAT ARE THE BENEFITS OF BEING IN THIS RESEARCH STUDY?

{List any direct benefits (i.e. physical, psychological, etc.) the participant might reasonably be expected to receive. Provide a breakdown of the likelihood they will benefit (ex: there is about a 1 in 10 chance that you will experience some benefit) or that they are unlikely to benefit. Avoid any suggestion or assumption of success. Payment to participant for participation is not considered a benefit.}
Example:  
If there are possible benefits to the participant: 

We cannot promise any benefits to you or others from your taking part in this research. However, possible benefits to you include _____. Describe any direct benefits to the participant. If benefits from taking part may not continue after this research has ended, describe them. Possible benefits to others include _____. Describe any benefits to others or society.
If there are no expected benefits to the participant but possible benefits to others/ scientific knowledge: 

There are no benefits to you from your taking part in this research. We cannot promise any benefits to others from your taking part in this research. However, possible benefits to others include _____. Describe any benefits to others or society.
ARE THERE ANY OPTIONS TO BEING IN THIS RESEARCH STUDY?

{List any options to the procedures and treatments proposed that might be considered, including the “standard treatment” for the condition. When appropriate state that the participant has the right to choose not to be treated at all for the condition or may elect to receive comfort care only. If this is a non-therapeutic study (surveys, biology studies, etc.) there are usually no alternatives to taking part, which should also be stated.}
Example: Options include (standard treatment), other research studies, or you may choose not to treat your condition at all. Your doctor will discuss all of the choices with you.
WILL I RECEIVE NEW INFORMATION ABOUT THIS RESEARCH STUDY or about my study results?
{The prospective participant should be told whether or not and how they will be informed about any new information related to the study.}  

In general, we will not give you any individual results from the study because the clinical significance may not be known. It is possible though that we will discover information of medical importance that is unrelated to the purpose of this study. If we believe that the information is of urgent medical importance, we will share this information with you. 
Sometimes new information comes out during a research study that may affect your health, welfare, or willingness to stay in a study. If that happens, the researchers will tell you about the new information. If you decide you no longer wish to participate, they will also tell you about other options for your care. You may need to sign another form with your consent to continue in the study.
If the study involves tests, including genetic tests, that may have clinically relevant results (select language that applies):

[No results returned to participants]  In general, we will not give you any individual results from the study of the samples you give us because XXX (ex: the tests were for research purposes only and research purposes and are not a clinical test intended for diagnostic or therapeutic purposes).
[Participants will receive aggregate results]: Once the study has been completed, we will send you a summary of all of the results of the study and what they mean. We will not send you your individual results from this study.
[Participants have option to receive individual results]: We may provide you with individual results from the study of the samples you give us. As they become available, do you want us to contact you and ask whether you want to receive your genetic results?
What types of results would you like to receive?
· Results about my genetic risks that I can do something about, like start a new medication or have preventive screening.
· Results about my genetic risks that I cannot do anything about but that might affect my future health.
· Results that might be important for my family members or for my plans to have future children (if relevant).
Some things you should know about results:
· Any results we return to you will first be verified in a clinical lab.
· The results will be explained to you by a genetic counselor, a health professional who has training in genetics and counseling [if applicable]
· Sometimes the meaning of the results will be uncertain. It is important to know that our understanding of genetics is changing quickly, and in many cases, we will not know for sure what the results mean for your future health.
· Sometimes, even if you learn of a clear diagnosis, there will be no clear treatment.
· Learning about these results could be upsetting or distressing.
· You will make the determination if you wish to see follow-up care for further testing based on your results.  Your results could possibly impact your insurance status if you request that the new information be placed in your medical record.
Include if there could be incidental findings: It is possible that we will discover information of medical importance that unexpected and is unrelated to the purpose of this study. We will share this information with you.  Depending on the type of incidental finding, we may contact you by mail or by phone. If you want, we can give information about this incidental finding to your primary doctor or we will refer you to an appropriate doctor for further evaluation. An incidental finding may cause you to feel anxious. Since an incidental finding will be part of your medical record, it may affect your current or future life or health insurance coverage. This risk will vary depending on the type of insurance plan involved. The costs for any care that will be needed to diagnose or treat an incidental finding would not be paid for by this research study. These costs would be your responsibility.

We are therefore asking your permission to re-contact you in case we need to notify you of unexpected events in the future. We may also contact you to ask about follow- up information about your health or medical care.
Required Language for fMRI/other imaging modalities- 
For any studies without a certified radiologist on the study team, and that involve scans that could detect anomalies beyond what is specifically being looked at for the research study (also known as incidental findings), the following language is required:
You will be getting a (INSERT SPECIFIC TYPE OF IMAGING, e.g., MRI) scan for research purposes only.  The research does not require health professionals to read the scan. The researchers are not qualified to interpret the images for healthcare purposes. Do not rely on the scan for clinical or diagnostic purposes.  However, if the researchers have a question about something they see on the scan they will tell you, and ask you if you want the scan sent to a qualified health professional for review and any further medical treatment.   You or your insurance company may have to pay for the review and any such treatment.

If the study team does include a certified radiologist or other member who is qualified to interpret the test being done, please modify the language to reflect your plan for discussing incidental findings with the participants. Suggestion:

You will be getting a scan for research purposes only.  The research does not require the scan to be read for healthcare purposes. However, if the researchers are concerned about something they see on the scan they will tell you, and ask you if you want the scan to be reviewed for healthcare purposes (possibly by other clinicians), and you may then be referred for medical treatment.  You or your insurance company may have to pay for the review for healthcare purposes, and for any such treatment.

WHAT ABOUT CONFIDENTIALITY?

{Address how confidentiality of the participant’s records will be maintained. Avoid legal jargon or language that is unclear. Briefly describe the procedures that will be used to protect the privacy and confidentiality of the participant’s data, such as how records will be secured, who will have access to the participant’s identifiable data and whether names or ID numbers will be used. If codes or numbers are assigned, explain how the file linking the codes to individual participants will be secured. 
Example:  The research records will be kept private on a password-protected computer in a locked office. All research data will be coded with a unique number.  Your name and medical record number will be linked to the code number on a master list of those who take part in the study.  This master list will be kept separate from the research database and will be stored in a locked filing cabinet.  This master list will only be used by the researchers or organizations that govern research quality and safety oversight.  Your identity will not be used in any sort of published report.  

Example:  Questionnaires will be completed in a private, confidential room.  The completed questionnaires will be kept private in a locked office and in a locked filing cabinet.  The questionnaires will be coded with a unique number.  Your name will be linked to the code number on a master list of those who take part in the study.  This master list will be kept separate from the questionnaires and will be stored in a second locked filing cabinet.  This master list will only be used by the researchers or organizations that govern research quality and safety oversight.  Your identity will not be used in any sort of published report.  

· For studies that involve video or audio recording or photographs:

· describe what will be done with tapes or photographs

· include plans for storage during use and what will be done after transcription of tapes, such as how long they will be kept

· advise participants that audio and video recording may be requested to be turned off or that photographs may stop being taken, if that is true for the study

· if tapes or photographs will be used in publications or at conferences, this fact should be clearly stated on the consent form

· Please include the following statements for studies involving video or audio recordings or photographs:

Please check Yes or No to the statements below. You may still participate in the study if you check No to any statement. 

_____Yes, I agree that recordings or photographs from my participation in this research may be used for conference presentations, as well as for education and training purposes. 

_____No, I do not agree to allow recordings or photographs from my participation in this research to be used for conference presentations or education and training purposes.

_____Yes, I agree that recordings or photographs from my participation in this research may be used for future research in the field of (XXX insert).
_____No, I do not agree that recordings or photographs from my participation in this research may be used for future research in the field of (XXX insert).
For studies requesting a Certificate of Confidentiality, or if research is sponsored by NIH:
This research is covered by a Certificate of Confidentiality from the National Institutes of Health. The researchers with this Certificate may not disclose or use information, documents, or biospecimens that may identify you in any federal, state, or local civil, criminal, administrative, legislative, or other action, suit, or proceeding, or be used as evidence, for example, if there is a court subpoena, unless you have consented for this use. Information, documents, or biospecimens protected by this Certificate cannot be disclosed to anyone else who is not connected with the research. One exception is if you agree that we can give out research information with your name on it. Other exceptions are information about child abuse or neglect and harm to yourself or others.  
One of the following statements is required if study involves the collection of identifiable private information or identifiable biospecimens:  
Identifiers on your research data and/or biospecimens might be removed so that your identity can no longer be linked to them. Your private information and/or biospecimens may then be used for future research studies or distributed to another investigator for future research studies without additional informed consent from you. Even though your identifiers will be removed, there still may be a chance that someone could figure out that the information is about you.
OR

You research data and personal information and/or biospecimens collected as part of the research will not be used or distributed for future research studies, even if your identifiers are removed.

Required if any identifiable samples stored:  You are free to change your mind about us storing your samples at any time. We ask that you contact Dr. [PI] in writing and let [him/her] know you are withdrawing your permission for your samples to be used for future research. [His/her] mailing address is at the bottom of this form. If your identifying information is removed from your samples or data before you contact us though, we will no longer be able to identify and destroy them.
AUTHORIZATION TO USE YOUR HEALTH INFORMATION: 

{(HIPAA) The section below should be used to comply with the HIPAA regulations regarding use of protected health information (PHI) in research.} 

There is a federal law that protects the privacy of health information. This law is known as HIPAA. HIPAA stands for the “Health Insurance Portability and Accountability Act.” Because of this law, your health information cannot be looked at, collected or shared with others without your permission. 

Signing this consent and authorization form means you allow the Principal Investigator for this study and members of the investigator’s research team to create, get, use, store and share information that identifies you for the purposes of this research.

This is the information about you that researchers will use: {Modify the following list as appropriate. Delete or add bullets as necessary.}
· Personal identifiers such as name, address, telephone number, or medical record number
· Your social security number {Include if participants are being paid and/or this is being obtained from medical record.}
· Demographic information such as age, race, gender
· Current and past medications or therapies {Include “future” if future data is needed.}
· Family medical history

· Results of physical exams, laboratory tests, x-rays and other diagnostic procedures

· Tests and procedures that will be done in the study

· Other personal health information that will be obtained from other sources to use in the research, including past medical history, tests or records from other sites.

· Information from surveys or questionnaires done for this study

· The following information specific to this study:      
The investigator and research team may share information about you with: {Modify the following list as appropriate. Delete or add bullets as necessary. Most studies will need to use at least the first five bullets.}
· The Carilion Clinic Institutional Review Board, a research protection group that provides ongoing review of the research project.
· Authorized employees of Carilion Clinic who need the information to perform their duties to provide treatment, to ensure the integrity of the research or to do accounting and billing.
· Laboratories and other individuals and organizations that analyze your health information in connection with this research.
· The Office of Human Research Protections (OHRP), Food and Drug Administration (FDA), or other government agencies that oversee research with humans.
· Committees that monitor research data and safety or other groups authorized to monitor the study.

· Researchers at the following non-Carilion facilities:      
· The following company (known as a contract research organization) that manages the research at Carilion and other sites:      
· The following sponsor or funding agency for the research:      
· When the procedures include communicable disease testing, include any disclosures mandated by state-law

· Other individuals or organizations, specifically:       
Health information that could allow you to be identified is called protected health information or PHI. The investigator and research team will share only the PHI listed above with the individuals/agencies listed above.  If the investigator needs to share other PHI or needs to share PHI to other individuals/agencies not listed above, then you will be asked for your permission in writing again.

Carilion Clinic and its affiliates are required under law to protect your PHI.  However, the individuals or agencies who receive your PHI may not be required by the Federal privacy laws to protect it. They could share your PHI with others without your permission, if permitted by the laws governing them. 

You will not be eligible to participate in this study if you do not sign this consent and authorization form. Refusing to sign will not affect the present or future care you receive at Carilion.

You have the right to stop sharing your PHI. To end your permission to share your PHI, you must do so in writing to the Principal Investigator at the address listed on the first page of this form. If you want the researchers to stop collecting your PHI for the research, you may be removed from the study.  If you are removed from the study, it will not affect your ability to receive standard medical care or any other benefits you are entitled to receive.   PHI collected for the research study prior to you ending your permission will continue to be used for the purposes of the research study.  Also, the FDA (if involved with your study) can look at your PHI related to the study even if you end your permission.

You may not be able to see your PHI in your medical record related to this study until the study is complete.  If it is necessary for your care, your PHI will be provided to you or your physician.

Research information continues to be analyzed or monitored after the study is finished so it is difficult to say when use of your PHI will stop.  There is not an expiration date for this authorization to use and disclose your PHI for this study. 
Will it cost me money to take part in this research?

{State whether there will be additional cost to the participant because of taking part in the research, and, if so, what the cost will be (i.e. professional fees, hospital charges, diagnostic and laboratory studies, drugs, devices, transportation). State any drug, device, test, examination, etc. that may be free of charge.
Include for research where insurance may/will be billed:

You or your insurance company may be billed for any treatment that you receive while taking part in this research study. Billing will be in the usual and customary manner. Your insurance company may not pay for research treatments. You should talk to your doctor about this. You should check with your insurance to see what services will be covered by your insurance and what you will be responsible to pay.
Include if no costs and insurance will not be billed: Taking part in this research will not cost you any money.

Taking part in this research may lead to added costs to you, such as: Describe these costs, such as parking, transportation costs, or time away from work.
Will I be paid for taking part in this research?

Inform the participant if there is any direct financial payment that they can expect to receive for taking part in the study. If payment will be given to the participant for taking part in the study, let the participant know that it will be prorated if he/she withdraws from the study. It is a violation of FDA standards to make the entire payment contingent upon completion of the study.

EXAMPLE: If participants will be paid:

For taking part in this research and to compensate you for the time and effort of participating, you may be compensated up to a total of $_____. Your compensation will be broken down as follows:

Describe payment schedule in terms of amount and how participants will receive payment (ex: check mailed, specific type of gift card, clin card
If using Clin Card, edit as necessary: Payment for participating in this study will be made using ClinCard, a pre-paid Mastercard that works like a debit card. We will [give/mail] you the card. You will be given one card for the entire time of your participation and this card may be used to pay you in any future studies that use ClinCard. You will also get information about how to use this card and whom to call if you have any questions. Money will be added to your card based on the study’s payment schedule. You may use this card online or at any store that accepts Mastercard. Please read the FAQ information sheet from your study coordinator for details about the ways you can use the card, some of which may involve fees that will reduce the amount of money on the card. This card is administered by an outside company called Greenphire. Greenphire will be given your name, address, and date of birth. They will use this information only as part of the payment system, and it will not be given or sold to any other company. Greenphire will not receive any information about your health status or the study in which you are participating. If your card is lost or stolen, please call the study coordinator for a free replacement card. If you request a replacement card from Greenphire directly, you may be charged a fee.
· Describe when payments will be distributed to the participants.
· Describe the amount of payment if the participant drops out (ex: If you do not complete both study visits, you will be paid for the portion that you complete at the schedule end of the study.)
Include if payment for the study will be less than $100 in the next calendar year: Payments made to you as compensation for your participation will be tracked by the research team. This information will be submitted to Carilion’s financial department for central tracking. If you receive greater than $600 from Carilion in a calendar year, this is considered taxable compensation and will be reported to the Internal Revenue Service (IRS). You will be issued a 1099 tax form by Carilion if you meet this reporting threshold.
Include if payment for the study will be $100 or more in the next calendar year: In order to receive compensation for your participation, you will be asked to complete an Internal Revenue Service (IRS) W-9 form. Your social security number will be required to complete the IRS form.  Compensation to study participants greater than $600 in a calendar year is considered taxable compensation and is reportable to the Internal Revenue Service (IRS). Carilion will be required to provide your name, social security number, address, and amount of payment to the IRS. You will be issued a 1099 tax form by Carilion if you meet this reporting threshold. This information and your payment amount will be kept secure and confidential in our research financial records and Carilion’s financial office.  This information will not be associated with the study name or the research data you provide as a participant
If participants will not be paid, include the following statement: 

You will not be paid for taking part in this research.

Include the following statement: (Modify if participants will share in commercial profit.)

This research may lead to new medical knowledge, tests, treatments, or products. This research could have some financial value and result in commercial profit. There are no plans to provide financial payment to you or your relatives should this occur. 
WHAT IF I WANT TO STOP BEING IN THE STUDY BEFORE IT IS FINISHED?

Being in this research is voluntary. You may refuse to take part or you may withdraw at any time. Your decision not to take part or your decision to withdraw will not affect your ability to get care from your doctors or from Carilion. 
Include if there are procedures for orderly termination of taking part in the research.

If you decide to leave this research, contact the research team so that the investigator can: Describe the procedures for orderly termination by the participant.
Include if there are potential adverse consequences to a participant who withdraws:

If you decide to leave the research early, there may be risks with this decision. These may include: Describe the adverse consequences.
Can I be removed from this research without my approval?

The person in charge of this research can remove you from this research without your approval. Possible reasons for removal include: Describe reasons why the participant may be withdrawn. Include all reasons for withdrawal described in the protocol. For example:
It is in your best interest

You have a side effect that requires stopping the research

You need a treatment not allowed in this research

You become pregnant

The research is canceled by the FDA or the sponsor

You are unable to take the research medication

You are unable to keep your scheduled appointments

The reason for any exclusion will be explained to you.
WHAT WILL HAPPEN IF I HAVE COMPLICATIONS OR IF I AM INJURED BY THIS RESEARCH study?

{If your study involves treatment with a drug or device, you will need to include a statement that addresses injury and emergency care. Also state whether there will be financial compensation for time missed from work, or injury. Exculpatory language is prohibited.} 

Example: 

If you have a medical problem that happens because you are in this study, you will be able to get treatment. If you need emergency care, call 911 or go to your nearest hospital or emergency room right away. It is important that you tell the doctors at the hospital or emergency room that you are participating in a research study. If possible, take a copy of this consent form with you when you go.

The treatment will be billed to you or your insurer at the usual charge. The study does not make any provisions for the payment of these costs. You will not receive any other financial compensation, nor payment for any wages you may lose due to your injury. However, you do not give up any legal rights to seek compensation for injury by signing this consent form.

Call the person in charge of this study as soon as you are able. They will need to know that you are hurt or ill.
ARE RESEARCHERS BEING PAID TO DO THIS STUDY?

{Include a disclosure statement regarding the conflict of interest of the principal investigator/study team members. Choose from one of the below paragraphs.

If ANY research team member DOES have any financial relationship with the sponsor of this research and the relationship has not been disclosed to or managed by Carilion, please contact the Carilion Compliance Office immediately at 540-510-4645 to notify them of the relationship.}

Example 1: The principal investigator or at least one member of the research staff will receive money or other benefits from the company that makes the investigational drug or device being tested in this study.
Example 2: The principal investigator or at least one member of the research staff will receive money or other benefits from the company that makes the investigational drug or device being tested in this study. In addition, money or other benefits are going to a research fund, foundation, educational institution, or other organization with which one or more of the research staff is associated.
Example 3: None of the investigators or research staff will receive money or other benefits from the company that makes the investigational drug or device being tested in this study. However, money or other benefits are going to a research fund, foundation, educational institution, or other organization with which one or more of the research staff is associated.
Example 4: None of the investigators or research staff will receive money or other benefits from the company that makes the investigational drug or device being tested in this study.

Example 5: The individual(s) asking you to take part in the study are being paid cash or other benefits based on the number of participants taking part in the study.

Example 6: This study does not have any sponsors. It does not have any funding. None of the investigators or research staff will receive money or other types of payment from this study.

WHO ARE THE CONTACT PERSONS?

If you encounter complications or have any questions about the study, you may call:

INVESTIGATOR NAME (if this is a clinical research study, the person listed here must be the PI or someone else on the study team with the clinical expertise)
address

(insert phone #) (day)

(insert phone #) on evenings and weekends.

This research is being overseen by an Institutional Review Board (“IRB”). An IRB is a group of people who perform independent review of research studies. You may talk to them at (540) 224-5878 if:

· You have questions, concerns, or complaints that are not being answered by the research team.

· You are not getting answers from the research team.

· You cannot reach the research team.

· You want to talk to someone else about the research.

· You have questions about your rights as a research participant.

IRB SURVEY: As part of its monitoring of research, the Carilion IRB surveys participants about their experience while taking part in research, if they agree. This language should be included.
The IRB committee is a group of people that reviews research to protect the rights of research participants. One job of the IRB is to make sure the research is done in a way that is respectful to participants.  If you agree, the Carilion IRB may select you to receive a survey asking about your experiences while taking part in this research study.  If your name and address are given to the Carilion IRB in order to mail the survey, the Carilion IRB will keep this information confidential.  You do not have to put your name or other identifying information on the survey unless you choose to do so or request to be contacted regarding your experiences. You do not have to give permission to allow the Carilion IRB to send you this survey.  Please check below whether you agree to allow the Carilion IRB to send you a survey:

_____ Yes, I agree to Carilion IRB sending me a survey about my experiences while 

 taking part in research.

_____ No, I do not want Carilion IRB to send me such a survey.

CONTACT FOR FUTURE STUDIES Please include the following language if participants will be asked to be contacted for future study participation:

Your participation in any research is completely voluntary and you should feel no pressure to participate in another research study. Please check and initial one of the options below regarding future contact about other research done by us or other researchers we are working with (XXX insert). 

____  Yes, I may be contacted about participating in other research projects studying [XXX] disease or related conditions. I give permission for my contact information (name, mailing address, phone number, and/or email address) to be given to other researchers working with the study investigator. 

____ No, I do not want to be contacted about participating in other research projects. Do not give my contact information to the staff of any other research studies.
ClinicalTrials.gov Please include the following language if the study will be registered on clinicaltrials.gov:


ClinicalTrials.gov is a website that provides information about federally and privately
supported clinical trials. A description of this clinical trial will be available on
http://www.ClinicalTrials.gov, as required by U.S. Law. This website will not include
information that can identify you. At most, the website will include a summary of the
results. You can search this website at any time.

CONSENT SIGNATURES: 
· Research Participant Box must always be completed unless the participant is incapable of giving consent, cannot read, or is physically unable to sign the form.  Separate boxes are provided for these exceptions.  

· Person Obtaining Consent Box must always be completed.  

· Signatures must be obtained/documented on the same date, prior to enrollment. 

· Participants or their LAR must receive a signed copy of this consent form.
Delete the boxes below that are not applicable to this study. If the study is approved with boxes that you did not delete, they will need to remain until an amendment is filed to remove them:

ADULT RESEARCH PARTICIPANT (WHEN THE RESEARCH PARTICIPANT IS ABLE TO CONSENT FOR THEMSELVES): The research study as described in this consent form, including the risks and benefits, has been explained to me and all of my questions have been answered. I consent to take part in this research study. My consent is given willingly and voluntarily. I may withdraw my consent at any time. 

___________________________________________

Printed Name of Research Participant (18 years or older)
                                                                  _____
__________________________                               

Participant’s Signature





Date

	Research Team Member OBTAINING CONSENT (WHEN THE RESEARCH PARTICIPANT IS ABLE TO CONSENT FOR THEMSELVES): I certify I was present for the informed consent discussion. The participant had an opportunity to ask questions about and appeared to understand the information presented. The participant agreed to take part voluntarily in the research and I obtained the signature. I will give the participant a copy of the signed consent.
________________________________________________
Printed Name of Research Team Member Obtaining Consent 
__________________________________________     ____________________________

Signature of Research Team Member Obtaining Consent                     Date


PLEASE COMPLETE ALL 5 STEPS PRIOR TO ENROLLMENT WHEN THE ADULT POTENTIAL PARTICIPANT IS determined to have absent, diminished, or fluctuating capacity TO CONSENT:
IRB APPROVAL OF THE CONSENT PROCESS IS REQUIRED. 
STEP 1
Certification of Incapacity to Make an Informed Decision

 FORMCHECKBOX 
 Category 1:  I certify that the patient is unconscious or experiencing a profound impairment of consciousness due to trauma, stroke, or other acute physiological condition and is therefore incapable of making an informed decision.  (For this category, only the physician caring for the patient must certify below in Box #1.)
Comments:

OR
 FORMCHECKBOX 
 Category 2: (Use this category if the patient does not meet Category 1.) I certify that the patient is incapable of making an informed decision. The patient is unable to understand the nature, extent or probable consequences of the proposed research or is unable to make a rational evaluation of the risks and benefits of alternatives to the proposed research.  (The physician caring for the patient must certify below in Box #1.  ALSO, a second physician or clinical psychologist not otherwise currently involved in the treatment of the patient must certify below in Box #2.)  
Comments:

STEP 2
THE IRB APPROVED RESEARCH TEAM MEMBER MUST COMPLETE THIS SECTION PRIOR TO ENROLLMENT:
Certification of identification of a health care agent or a surrogate who is the legally authorized representative (LAR) (choose correct statement by marking with an X; complete the second statement if chosen):
 ____ I certify that I have verified that the legally authorized representative of the patient/research participant is a health care agent, who has been appointed by the patient/research participant under a written advance directive as defined in §54.1-2982, executed by the prospective participant, provided the advance directive authorizes the agent to make decisions regarding the prospective participant's participation in human research. I will place a copy of the advance directive in the research file. 

OR

 ____ I certify that I have been unable to identify a health care agent appointed by the patient/research participant. I have determined that the legally authorized representative of the patient/research participant is the surrogate who is the first available surrogate health care decision maker for the research participant under Virginia law. The relationship of the surrogate, listed in decreasing order of priority, to the research participant is (check the correct relationship):

 FORMCHECKBOX 
 the legal guardian of a prospective participant, 

 FORMCHECKBOX 
 the spouse of the prospective participant, except where a suit for divorce has been filed and the divorce decree is not yet final,

 FORMCHECKBOX 
 an adult child of the prospective participant,

 FORMCHECKBOX 
 a parent of the prospective participant when the participant is an adult, 

 FORMCHECKBOX 
 an adult brother or sister of the prospective participant, or

 FORMCHECKBOX 
 any person or judicial or other body authorized by law or regulation to consent on behalf of a prospective participant to such participant's participation in the particular human research.
I certify this person has been found to be incapable of giving informed consent by clinician(s) and the appropriate category was selected/signed (STEP 1). I have identified the health care agent or surrogate who is the LAR. (STEP 2)
_______________________________________

Printed Name of Research Team Member

________________________________________    ____________________________

Signature of Research Team Member


Date

STEP 3
LEGALLY AUTHORIZED REPRESENTATIVE MUST COMPLETE WHEN THE PARTICIPANT IS INCAPABLE OF GIVING INFORMED CONSENT:

The participant is unable to give informed consent.  I, as the legally authorized representative of the participant, give consent for their participation in this study. The research study described in this consent form, including the risks and benefits, has been explained to me and all of my questions have been answered to my satisfaction. I consent to the participation of the research participant for this research study.  To my knowledge, participation would not conflict with the individual’s religious or personal beliefs. I may withdraw this consent at any time.

_________________________________________  

Printed Name of Legally Authorized Representative    

_________________________________________     ___________________________

Legally Authorized Representative’s Signature             Date

_________________________________________

Printed Name of Research Participant

STEP 4 

PERSON OBTAINING LAR CONSENT MUST COMPLETE: I certify I was present for the informed consent discussion. The legally authorized representative (LAR) had an opportunity to ask questions and appeared to understand the information presented. The LAR voluntarily agreed for the person noted above to take part in the research and I obtained his/her signature. I will give the LAR a copy of the signed consent.
_________________________________________

Printed Name of Person Obtaining Consent

_________________________________________    ____________________________

Signature of Person Obtaining Consent                     Date
PLEASE DELETE IF NOT USING ADULT ASSENT PROCESS
(ADULT ASSENT PROCESS MUST BE IRB APPROVED)

ADULTS WHO DO NOT HAVE CAPACITY TO CONSENT AND LAR CONSENT IS BEING OBTAINED, AND WHO ARE CAPABLE OF PROVIDING ASSENT 

INSTRUCTIONS: Assent should be obtained from the adult participant whenever possible to show respect for their autonomy. For decisionally-impaired adults who are capable of providing assent (e.g., have a minor impairment), it may be appropriate to explain the study to them verbally using this consent document in appropriate language.  The adult participant’s assent should be documented below:

The person doing this research study has told me what will happen to me if I participate in this study. My signature below means that I want to be in this study. I can decide not to be in this study if I do not want to. Nothing will happen to me if I do not want to participate.

____________________________________

Printed Name of Research Participant         




____________________________________                __________________      

Participant’s Signature                                                              Date
STEP 5:

THE PRINCIPAL INVESTIGATOR OR EQUALLY QUALIFIED SUB-INVESTIGATOR  MUST SIGN AND DATE BELOW TO ATTEST THAT THE LAR CONSENT PROCESS WAS CONDUCTED AND DOCUMENTED CORRECTLY (STEPS 1 – 4 above). 

___________________________________         

Printed Name

___________________________________         ___________________________

Signature                                                                                          Date
WHEN THE PARTICIPANT IS PHYSICALLY UNABLE TO SIGN OR MAKE A MARK:

I certify the participant gave verbal consent to take part in this research study and gave me permission to sign on his or her behalf.

_______________________________________

Printed Name of Research Participant
_______________________________________

Printed Name of Person Signing for Participant 

(This person cannot be part of the study team)

_______________________________________        __________________________

Signature of Person Signing for Participant                     Date

TO BE COMPLETED BY WITNESS TO THE CONSENT PROCESS WHEN PARTICIPANT OR LEGALLY AUTHORIZED REPRESENTATIVE CANNOT READ:

I was present during the consent process. The material in the consent form was read to the research participant. Consent was given voluntarily.

_______________________________________

Printed Name of Research Participant
_______________________________________

Printed Name of Witness to Consent Process

(This person cannot be part of the study team)

_______________________________________        __________________________

Signature of Witness to Consent Process                    Date

WITNESS TO SIGNATURE (ONLY If required by sponsor or protocol, REMOVE IF NOT REQUIRED): As an impartial third party, I witnessed the authorization process and the participant’s signature on this form. I confirm that this entire form was read to the participant named above. The participant voluntarily agreed to be in this study. 
_______________________________________

Printed Name of Witness

_______________________________________
___________________________

Witness’ Signature





Date

(Box 1) CAT. 1 and 2: Physician caring for the patient


�


__________________________________


(Print Name of Physician#1)





_________________________________


(Signature)�


_________________________________


(Date)











(Box 2) CAT. 2 ONLY: Physician or clinical psychologist not involved in the treatment of the patient�


___________________________________(Print Name of Physician#2 or Clinical Psychologist)





__________________________________


(Signature)





________________________________


(Date)
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