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Albumin

Enter the following into Risk Section “4”:

Albumin is made from human blood. It has been checked and treated for disease. Recent studies have shown the risk of getting a disease from albumin is very small. Some people may not want to receive something made from blood for religious or other reasons.
Allergic Reaction

Just like with any drug, you could have an allergic reaction to the drugs you get in this study. This reaction may be mild, such as a skin rash, or you may have more severe symptoms like throat tightness, low blood pressure, and it may be hard to breathe. In rare cases, a severe reaction could cause death.

Anti-Nausea Medications

Most chemotherapy drugs cause nausea and vomiting. If you have severe nausea and vomiting, you may have to stay in the hospital. Many types of drugs can be given to help or prevent nausea and vomiting. These types of drugs can cause the side effects listed below. 
Common: You may feel weak, drowsy, restless, dizzy, have poor balance or a hard time using your hands or feet and judgment. You should not drink alcohol, use machines, or drive for at least 24 hours after taking this type of drug.
Uncommon: You may have feelings that are not normal for you, dry mouth, feel depressed, or be confused. 

Rare: You may have an allergic reaction to the drugs you get or you may have muscle movements you can’t control.

Blood Draw

Pain, redness, soreness, bruising, or infection may occur at the needle stick site. Rarely some people faint. The study doctor may put some cream (called EMLA) on your skin to numb the area so you will not feel the needle stick as much. The numbing cream may make your skin or the area have a change in skin color, but this is rare.
Bronchoscopy

This is an exam using a long tube with a light on it which will be passed through your nose into your breathing tubes and lungs so the doctor can see these areas. Some people have a fever for 24 hours after the exam. 
Before the exam begins, a small tube called an IV will be put in your vein to give you drugs to make you relaxed and sleepy. The drugs used most often are Fentanyl and Midazolam. This is a routine part of this exam. This exam takes about 10 and 45 minutes. For this study, we may have to give you more drug to keep you sleepy a few minutes longer than normal. 
Side effects:

Although the exam is not painful, common side effects are throat numbness, cough, and a sore throat. [insert only if applicable: If a biopsy is taken, there is a very small chance that the biopsy may cause your lung to collapse or may cause you to bleed too much.]
Midazolam may cause some people to feel drowsy, tired, or weak for 1 or 2 days after it has been given. It may also cause problems with using your hands or feet and your ability to think. Do not drive, use machines, or do anything else that could cause you or someone else harm if you are not alert until the effects of the drug have gone away or until the day after you receive this drug, whichever period of time is longer. Midazolam may make you dizzy, cause headache, low oxygen levels and low blood pressure. 
Common side effects of Fentanyl are feeling dizzy, faint, or lightheaded, feeling tired or weak or having a hard time catching your breath or feeling out of breath. Less common are feeling anxious, confused, decrease in the amount of urine you make and the number of times you urinate; having to urinate less, feeling drowsy, nervous, having a false sense of well-being, and seeing, hearing, or feeling things that are not there 
The IV may cause pain when placed in your vein. 

You will be watched closely during the exam and we will treat you if any of these side effects occur.

You may receive Lidocaine liquid or spray to numb your nose and throat. This drug has an awful taste and causes a strange feeling in the mouth. 
You will likely be able to go home after you are fully awake, but someone should drive you home. 

These risks will be reviewed with you and you will also be asked to sign the hospital’s consent form before the exam.

Chemotherapy

Chemotherapy can cause low blood cells. The three types of blood cells are red cells that carry oxygen, white cells that fight infection, and platelets that help blood clot. Low red blood cells may cause you to be short of breath, weak, and tired. Low white cells may cause an increased risk of infections. Severe infections may require a hospital stay to get antibiotics, and rarely may result in death. Low platelets may lead to bleeding. These effects may not show up for weeks after treatment. Also, you may need blood or platelet transfusions to prevent symptoms or problems. 

May or may not include the next paragraph that reads:

Some chemotherapy drugs may cause acute leukemia or other cancers. Just like any other drug, you could have an allergic reaction to the chemotherapy drugs. This may be mild, such as a skin rash, or you may have more severe symptoms, causing facial swelling, throat tightness, increased heart rate, a hard time breathing, low blood pressure, and rarely, death. 
Cranial Nerve Disorder

Enter the following in Risk Section:

Cranial Nerve Disorder: damage to the nerves (cranial nerves) that arise from the brain and control movement and sensation in the face/neck.

Communicable Disease Testing

As part of this study you will be tested for [disease]. If results show that you are positive for [this disease], the study staff will tell you the results. We will talk with you before and after testing, and your test result will be given to you only in person. You should know that the study staff may be required to give your name to the Tennessee Department of Health if you test positive because this is the law. It is important to seek medical care if you have [this disease]. If you need a referral, please let the study staff know.
Conflict of Interest Disclosure

If any investigator listed in the IRB form has a “significant financial interest”, a disclosure statement, such as the following, must be included in the consent form:

The Research staff may make money if the study goes well. There are no plans to share this with people who take part in this study. Please ask the research staff if you have any questions.
If not significant, use the following language:

The Sponsor of this study will give the research doctor [insert other personnel as appropriate] or Vanderbilt [add other sites as appropriate] money to cover the costs of doing this study. Please ask the research staff if you have any questions.
If the Institution has a “significant financial interest”, a disclosure statement, such as the following, must be included in the consent form:

Vanderbilt University may make money if the study goes well. There are no plans to share this with people who take part in this study. Please ask the research staff if you have any questions.
If the PI has received either an “unrestricted research grant” or a “gift” from an outside entity to fund research initiatives, a disclosure statement, such as the following, must be included in the consent form:

(Insert Name of Funder) has given the (Insert Department or PI Name, whichever is applicable) money that will help pay for this study and may include money for research staff salaries. Also, this money will for the costs of (Insert other uses for the funding, if applicable). 
CT Contrast

 

For persons with impaired kidney function and/or diabetes, there is a higher than normal risk of kidney injury or kidney failure after receiving the x-ray contrast for a CT scan. As with any patient having this procedure, your kidney function will be checked by routine lab work and your individual risk will be reviewed before the CT scan. Your doctor will tell you if you should drink lots of water before and after the procedure to flush the dye from your kidneys. If necessary, you may receive intravenous fluids during the procedure to help flush the kidneys. If you have an allergy to shellfish or iodine, be sure to notify the study doctor or staff to make sure you are able to receive this type of x-ray contrast.

 

If you are taking any medication for diabetes such as metformin (Glucophage), please discuss with your study doctor whether or not you need to stop taking them for 48 hours after the CT scan, or if additional blood testing is necessary.

Dissent Procedures

The following language may be included in studies involving children under age 7 or children of any age who have a major developmental delay or other significant deficiencies in expressive vocabulary. Because these children may not have the same ability to express their desire to withdraw, investigators are urged to rely on dissenting behaviors. The following is suggested language to be used in the IRB proposal description and parent consent form. This language may be modified to fit study procedures:

For proposal description:

For children below age 7, we will read an assent script, asking the [child/student] whether he/she agrees to participate. During the project, [research assistants/the investigator] will monitor children for behavior indicating that they no longer wish to participate (e.g., refusing to cooperate, crying). If a child demonstrates such behavior, the procedures will be discontinued.

For parent consent form:

The research staff will watch your child for signs of being upset, such as whining, crying, or tantrums. If your child becomes upset we will stop the session for a short break of 5-10 minutes. If he or she remains upset, the sessions will be stopped for that day.

Dose Escalation Studies

The following language is suggested for use in consent forms for Phase I dose escalation and pharmacokinetics studies. The language can be modified to fit the specific study. If the dose escalation scheme or blood draws for pharmacokinetics are complicated, a table can be inserted into the consent form.

Section 1.

The purpose of this study is to find the best and safest dose of (name of drug) and how often it should be taken. This is an investigational drug, which means it is not approved by the Food and Drug Administration (FDA). This study is the first time this drug is being given to humans. Since this drug was only used in animals before this study, we do not know if it is safe to use in humans or how well it works.

Section 2.

You will have blood drawn as follows: (describe).
Section 4.

To find the highest and safest dose, patients will receive different amounts of the drug. The first group of patients taking part in the study will receive the lowest dose level. If no severe side effects occur, the dose will be increased for the next group of patients. For every group of patients, the dose will be increased unless patients have severe side effects. If there are severe side effects, more patients may receive the lower dose to see if it is the highest safe dose.

Section 7.

Based on what we have seen in the past chances that you will feel better or live long as a result of being in the study are almost zero. This study is being done in the hope that it will provide information that will improve the treatment of people in the future.

Drug Interaction

For your safety, you must tell the study doctor or nurse about all the drugs you are taking, including over-the-counter drugs and herbals, before you start the study and before taking any new drugs while you are on the study.

fMRI

fMRI Procedure Description Add to Section 2 of ICD
The fMRI scan will take about ____ minutes. An fMRI scan is taken in a large machine that is shaped like a tunnel. This scan does not use x-rays. Instead, they use a strong magnet and radio waves, like those used in an AM/FM radio to make pictures of your body. 

You may not be able to have this scan if you have a device in your body, such as aneurysm clips in the brain, heart pacemakers or defibrillators, and cochlear (inner ear) implants. Also, you may not be able to have this scan if you have iron-based tattoos or pieces of metal (bullet, BB, shrapnel) close to or in an important organ (such as the eye). 

Certain metal objects like watches, credit cards, hairpins, writing pens, etc. may be damaged by the machine or may be pulled away from the body when you are getting the scan. Also, metal can sometimes cause poor pictures if it is close to the part of the body being scanned. For these reasons, you will be asked to remove these objects before going into the room for the scan. 
You will hear “hammering”, clicking, or squealing noises during the scan. You will be given earplugs to reduce the noise. You will also be told how to alert the staff if you need them.

During the scan, the fMRI staff is able to hear and talk to you. You will also be able to hear the staff. They will be talking to you during your scan and may ask you to hold your breath, not move, or other simple tasks. You may be asked to lie very still throughout the scan.
Add if appropriate:

In this study, the fMRI scan is for research only. But, if we see something that is not normal, you will be told and asked to consult your doctor. 

Insert the following language in the consent document if using the B-160 MRI facility:

This fMRI scanner has been used with research animals. For your safety, we clean the scanner with bleach before and after your scan as we do with scanners used only for patients.

fMRI Risks Add to Section 4 of ICD.
There are no known major risks with an f MRI scan. But, it is possible that harmful effects could be found out in the future. Even though the tunnel is open, it may bother you to be placed in a tight space (claustrophobia), and to hear the noise made by the magnet during the scan. You will be given earplugs to reduce the noise. You may also feel the table vibrate and/or move slightly during the scan. It may be hard to lie on the table during the scan. If you have any metal pieces in your body, they could move during the scan and damage nearby tissues or organs. 
If you use a transdermal patch (medicated patches applied to the skin), you may need to take it off during the fMRI scan. Transdermal patches slowly deliver medicines through the skin. Some patches have metal in the layer of the patch that is not in contact with the skin (the backing). You may not be able to see the metal in the backing of these patches. Patches that contain metal can overheat during an fMRI scan and cause skin burns in the immediate area of the patch. Tell the study doctor that you are using a patch and why you are using it (such as, for pain, smoking cessation, hormones). Ask your doctor for guidance about removing and disposing of the patch before having an fMRI scan and replacing it after the procedure. Tell the fMRI facility that you are using a patch. You should do this when making your appointment and during the health history questions you are asked when you arrive for your appointment. 

There are no known risks of having fMRI scans without contrast while pregnant. However, there may be risks that are unknown.

Gadolinium (Gadovist)

Enter in Risk section
The contrast agent (i.e., dye) used for the MRI scan has been reported to cause a disease called nephrogenic systemic fibrosis (NSF) in individuals whose kidneys do not work normally. NSF is a disease that affects the skin, muscles, and internal organs and can make people very weak or cause death. The signs and symptoms of NSF include:

For the skin: burning or itching, reddened or darkened patches, swelling, hardening, or tightening of the skin

For the eyes: yellow raised spots on the whites of the eyes

For the bones, joints, and muscles: joint stiffness, stiffness and or reduced movement in the arms, hands, legs, or feet, pain deep in the hip bone or ribs, or muscle weakness. 

This condition is known to be associated with unhealthy kidney function, and therefore we will ensure that your kidneys are healthy enough to receive the dye before the exam. 

While most of the dye that you will receive will only remain in your body temporarily, it is possible that small amounts of the dye will remain in your body longer after the exam. This is not known to cause any health problems, but there may be risks that are unknown.
Incidental Findings (IFs)

Things to consider when interventions for research have the potential to show unexpected, incidental findings, in general: 

1. If the intervention is done for research as well as for standard clinical care and the interpretation of the results would occur anyway, the results should be disclosed to the participant and/or participant’s physician. The PI is responsible for disclosing results.

2. If the research intervention is not approved for use clinically, the findings should not be disclosed to the participant. This should clearly be outlined in the consent form.

3. If the research intervention is approved clinically, but done solely for research purposes and will not be professionally interpreted, the results should not be disclosed unless there is a plan to provide interpretation by the appropriate person (i.e. qualified to interpret the test/image/intervention) and a plan for follow up intervention or discussion. This plan should be documented in the protocol/IRB application. The PI is responsible for disclosing results when the decision to disclose is made.

4. If the research intervention is approved clinically, but done solely for research purposes and the Investigator wishes to give the participant the option to get results, the Investigator must track which participants want and which do not want results. This option must include a plan to provide interpretation by the appropriate qualified person and a plan for follow up intervention or discussion. The PI remains responsible for disclosing the results.

5. Incidental findings, including formal interpretation of research images, tests, etc. should be maintained in the research record unless requested by the participant to be included in his/her medical record.

Examples of language to use in the consent document

Note: specific interventions should be inserted where red letters appear

For potential IFs that may be communicated to the participant (#3 and #4):

“This (MRI) is done for research purposes rather than for diagnosis. The (scans) will not be routinely examined by health professionals for potential abnormalities. However, in the event an abnormality is detected by the investigators or the (MRI technologist), the (scans) will be further examined by a (radiologist) and the investigator may encourage you to consult your physician.”

For potential IFs that will not be communicated to the participant (#2):

“The (neuropsychological) tests are completed for research purposes only. They are not administered by a licensed (clinical psychologist) and thus, we are not able to provide a clinical interpretation of the results.”

OR

“The (MRI images) we collect are for research purposes only and we cannot provide a (radiologist’s) clinical interpretation of the results. However, if your healthcare provider would like to use the (scan images) for comparison with another clinical (scan) that has already been obtained or may obtain in the future, they may request these (scans) if they are still available.”

High-Risk Statement for Adult Consent Form

Effective February 20, 2002, the high-risk statement is no longer required in the Informed Consent Document. However, if appropriate, the following statement can be added if subjects are at high risk for complications or side effects because of their underlying condition or disease (e.g. AIDS patients, cancer patients, etc.) are to be included in the research.

Patients asked to be in this study have a bad disease. Because of your illness or the treatment you may normally receive for your illness, you may have problems or side effects that may be very bad or even cause death. This may occur even if you are not taking part in this study. We do not know if taking part in this study will make you better, worse, or unchanged. 

High-Risk for Child’s Assent Form (Age 7-12)

Patients asked to be in this study are sick. We don’t know if being in this study will make you better, worse, or unchanged. 

High-Risk Statement for Parental/Guardian Consent:

Patients asked to be in in this study have a bad disease. Because of your child’s illness or the treatment your child may receive for this illness, your child may have problems or side effects that may be very bad or even cause death. This may happen even if your child is not in this study. We don’t know if being in this study will make your child better, worse, or unchanged. 

HIV Testing

You will be tested for HIV (AIDS virus) during this study. If test results show that you have the virus that causes AIDS, the study staff will tell you the results and refer you to the health department to confirm the test results and give you someone to talk to about this disease. We will talk with you before and after testing, and your test result will be given to you only in person. You should know that the study staff must give your name to the Tennessee Department of Health if you test positive because this is the law. If others find out you have this virus, it may cause mental stress, unfair treatment from other people, problems with being able to get insurance or find a job, or other unknown problems. It is important to seek medical care if you have HIV.
Lidocaine Statement

For Oral Lidocaine use, please insert:

Lidocaine, a numbing drug, has an awful taste and causes a strange feeling in the mouth. There is a risk that this drug may cause problems with heart rhythm.

For Injectable Lidocaine use, please insert: 

Lidocaine, a numbing drug, may burn or cause a rash, redness or soreness where you get the shot. There is a risk that this drug may cause problems with heart rhythm.

Monoclonal Antibodies

If your protocol includes the use of monoclonal antibodies the statement below should be inserted in the risk section 4.

After taking this type of drug, a person can form antibodies to this drug or others like this drug. The antibodies formed may prevent this type of drug from working or you may have an allergic reaction, which may be severe and could cause death.
Non-Paternity DNA Testing

When the research includes familial genetic testing, the following language should be added to consent forms in the risk section. 
This blood test may show that one or both of your parents are not related to you (adoption).

MRI

MRI Procedure Description Add to Section 2 of ICD
The MRI scan will take about ____ minutes. An MRI scan is taken in a large machine that is shaped like a tunnel. This scan does not use x-rays. Instead, they use a strong magnet and radio waves, like those used in an AM/FM radio to make pictures of your body. 

You may not be able to have this scan if you have a device in your body such as aneurysm clips in the brain, heart pacemakers or defibrillators, and cochlear implants. Also, you may not be able to have this scan if you have an iron-based tattoos, pieces of metal (bullet, BB, shrapnel) close to or in an important organ (such as the eye). 

Certain metal objects like watches, credit cards, hairpins, writing pens, etc. may be damaged by the machine or may be pulled away from the body when you are getting the scan. Also, metal can sometimes cause poor pictures if it is close to the part of the body being scanned. For these reasons, you will be asked to remove these objects before going into the room for the scan. 
You will hear “hammering”, clicking, or squealing noises during the scan. You will be given earplugs to reduce the noise. You will also be told how to alert the staff if you need them.

During the scan, the MRI staff is able to hear and talk to you. You will also be able to hear the staff. They will be talking to you during your scan and may ask you to hold your breath, not move, or other simple tasks. You may be asked to lie very still throughout the scan.
Add if appropriate:

In this study, the MRI scan is for research only. But, if we see something that is not normal, you will be told and asked to consult your doctor. 

At some point during your scan, the staff will stop the scan in order to give a contrast agent (dye). The dye is given through a needle placed (an IV) in your arm. If you have one, we will use your IV. If you do not have one, we will place an IV in your arm using standard practice.

MRI Risks Add to Section 4 of ICD.
There are no known major risks with an MRI scan. But, it is possible that harmful effects could be found out in the future. Even though the tunnel is open, it may bother you to be placed in a tight space (claustrophobia), and to hear the noise made by the magnet during the scan. You will be given earplugs to reduce the noise. You may also feel the table vibrate and/or move slightly during the scan. It may be hard to lie on the table during the scan. If you have any metal pieces in your body, they could move during the scan and damage nearby tissues or organs. 

If you use a transdermal patch (medicated patches applied to the skin), you may need to take it off during the MRI scan. Transdermal patches slowly deliver medicines through the skin. Some patches have metal in the layer of the patch that is not in contact with the skin (the backing). You may not be able to see the metal in the backing of these patches. Patches that contain metal can overheat during an MRI scan and cause skin burns in the immediate area of the patch. Tell the study doctor that you are using a patch and why you are using it (such as, for pain, smoking cessation, hormones). Ask your doctor for guidance about removing and disposing of the patch before having an MRI scan and replacing it after the procedure. Tell the MRI facility that you are using a patch. You should do this when making your appointment and during the health history questions you are asked when you arrive for your appointment. 

7 Tesla MRI Risks Add to Section 4 of ICD.

The MRI used in this study has been used in human research for several years and no risks have been identified. However, some people may experience discomforts such as nausea, dizziness, flashing lights in the eyes, and a metal taste in the mouth. These discomforts are most likely to occur as a result of rapid head movement in or near the MRI machine. For this reason, you should try not to move, especially your head, while you are inside the MRI. 

Add if using a contrast dye other than Gadolinium:

The contrast dye you will receive is the standard dye used in these scans. Getting the dye through the IV does not cause pain, but you may feel discomfort, tingling or warmth in the lips, metal taste in the mouth, tingling in the arm, nausea, or headache. These symptoms occur in less than 1% (less than 1 in 100) of people and go away quickly. Very rarely, there may be an allergic reaction, which may be severe. This may cause you to have a rash, swelling, tightness in the throat, trouble breathing, low blood pressure, and very rarely death. Placing the needle in your vein may also cause minor pain, bruising and/or infection where it goes into your arm. There will be trained health workers and supplies on hand to treat you and keep you safe if you have any of these symptoms. Also, a doctor will be on hand during the scan to provide any needed care if side effects do occur, and to decide when or if we should stop giving you the dye.

There are no known risks of having MRI scans without contrast while pregnant. However, there may be risks that are unknown.

If the study will use Gadolinium, please use the Gadolinium specific risk language available in our Template Language for Consents. 

Pregnancy: Female and Male Adults

The following paragraph should be included in consent forms if there is a risk to either the mother or fetus sufficient to exclude pregnant women from participation and avoid pregnancy or fathering a child during the course of the study.

This treatment may hurt an unborn child. If you take part in this study, you and any person you have sex with must use approved birth control such as birth control pills, birth control shots, IUD, diaphragm, or condoms while you are in this study. If you become pregnant or father a child while you are in this study, you must tell your doctor at once. Also, women must not breast feed while in this study. If you are a woman and are able to become pregnant, you will have a (insert the appropriate measurement: blood or urine) test to make sure that you are not pregnant before you receive treatment in this study. 
Pregnancy: Female and Male Minors (12-17 years old)

The following paragraph should be included in consent forms if there is a risk to either the mother or fetus sufficient to exclude pregnant women from participation and avoid pregnancy or fathering a child during the course of the study. This language should be modified as appropriate to the research. For example, if there is not a risk from fathering a child while participating, that language should be excluded.

This treatment may hurt an unborn child. If you take part in this study, you and any person that you have sex with must use birth control such as birth control pills, birth control shots, IUD, diaphragm, or condoms while you are in this study. If you become pregnant or father a child while you are in this study, you must tell your doctor at once. Also, girls must not breast feed while in this study. If you are a girl and are able to become pregnant, you will have a (insert appropriate measurement: blood or urine) test to make sure that you are not pregnant before you receive treatment in this study. If your parents or guardian asks, we must tell them the results of your pregnancy test or that you are using birth control. 

Privacy and Confidentiality Information for Minors

You are required to list the FDA as a governmental authority in the template language if your study includes investigational drugs or devices.

Note: HIPAA does not require authorization for use or disclosure of Protected Health Information in the minor’s Informed Consent Document.

Privacy: Older Child (13-17):

All efforts, within reason, will be made to keep the data in your research record private but we cannot promise total privacy. The data we collect on you may be shared with others (for example, [insert example]) if you or someone else is in danger or if we have to do so by law.

Privacy: Younger Child (7-12)

What you tell me will not be shared with (your school/your parents) unless you or someone else is in danger.

Reimbursement language for all studies that provide compensation

The following language should be included on all consent forms when offering study payment.

[Edit to best fit your study (e.g., add/remove payment schedule if multiple visits/payments)]

If you agree to take part in this research study, you will receive ________ [indicate amount] upon completion of the study for your time and effort. Payment will be received in the form of an electronic gift card (bank deposit for foreign nationals) within 2-4 weeks upon the completion of the necessary payment documentation.

[Insert the following language as-is]

All participants who wish to accept payment for their participation will be required to submit a payment form that requests personal information (e.g., name, address, email, phone, citizenship status, etc.). 

Study payments given to VU employees count as taxable income and will be reported to VU by study personnel to be included on Form W-2.

In addition to the payment form, foreign nationals receiving payment will be required to register as a VU supplier and complete a GLACIER record prior to receiving payment as federal and state tax withholdings apply. Payments made to human subjects who are foreign nationals are reported on Form 1042-S. All payments to foreign nationals are subject to 30% federal income tax withholding and sent via direct deposit.

You are not allowed to accept any money for taking part in this study if you are not eligible to receive money from a U.S. person or company or the U.S. government because of U.S. national security and/or foreign policy laws. You can still take part in the study; however, you will not be paid if you are a resident of a country restricted by the U.S. government’s comprehensive territorial sanctions or if you are listed on the U.S. Treasury Department’s Office of Foreign Assets Control’s Specially Designated Nationals (SDN) list of prohibited individuals. You do not have to say why you choose not to be paid.
If you receive $600 or more from the university in a calendar year, VU must report the amount you receive to the Internal Revenue Service (IRS) on the form 1099-MISC. This form tells the IRS that payment was made to you, but it does not say that you were paid for taking part in this research study. You should talk to your tax advisor regarding the proper use of this form 1099-MISC.

Social Security Requirement:

You do not need to collect SSN’s from human subjects receiving individual payments less than $300. However, please note that your specific study/sponsor may require the collection of social security numbers for these individuals. 
[Use the language below when the total study payment will be $300 or more]

If the total amount of payment you receive from VU for this study meets or exceeds $300.00, you will be required to provide your social security number on the payment form for IRS reporting.

Risks of Radiological Procedures

The risks of radiation exposure must be described in the consent form in lay terms. Complete and insert the following template language into the consent form if radiation exposure is a risk of study participation:

A part of this study requires you to have the following procedures performed: (list) ________.

The amount of radiation you will receive because of this procedure is about the same as that normally received for (state number of days) of exposure to the sun and other natural sources.

Electrocardiogram/ECG (EKG)

To measure your heart rate an electrocardiogram (ECG) will be done. This is a test that records the electrical activity of the heart. You will be asked to lie down and sticky patches will be fixed to your chest. You will be asked to lie still. 
The sticky pads used for the ECG may cause skin irritation.

Suicidal Ideation

Insert the following language in the “Confidentiality” section of the informed consent document:

“During the research, if we learn you are having thoughts about suicide or hurting yourself or others, the research staff will ask you more questions about your thoughts. Based on your response, the staff may provide you with help to get treatment. This may include:

· working with you to contact your doctor, 

· contact a trusted family member, or a therapist to discuss your thoughts,

· or work with you on a plan that may include getting you to a hospital for safety.”

Note: When using this language please be sure to address the following items in the IRB Application for Behavioral/Social Science Research or Human Research for Health Science section which addresses minimizing risks to participants. 
1. Explain how screening data will be reviewed to determine if it meets criteria for a potential suicide risk. The Investigators should review the available literature on the specific assessment instrument, and follow recommended guidelines for scoring and interpretation of depression severity and/or suicide risk. 
2. Provide verification the person making the assessment regarding suicide risk is qualified to do so. If key study personnel are not qualified to complete the evaluation, please identify a trained individual to serve in this role. 

3. If the screen is positive, state how the assessment of suicide risk will be conducted.

4. If the participant is believed to be at risk, state the action that will be taken to protect the participant.

Additional guidance can be found in under the “Additional Considerations” section of the Handbook for Biomedical/Health Sciences Research (http://www.mc.vanderbilt.edu/irb/education/handbook_biomedical.doc) or Handbook for Social/Behavioral Sciences Research (http://www.mc.vanderbilt.edu/irb/education/handbook_behavioral.doc).

Study Withdrawal

To be inserted into section 11:

This language is optional for therapeutic trials:

If you decide to stop being part of the study, you should tell your study doctor. Deciding to not be part of the study will not change your regular medical care in anyway.
This language is optional for non-therapeutic trials: 

If you decide to stop being part of the study, you should tell your study doctor. 
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