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CONSENT DOCUMENT SAMPLE LANGUAGE
[bookmark: Appendix2]
The purpose of this guidance is to provide sample language for use in conjunction with the RSRB Consent Form Templates.  Each topic below provides sample language that may be used to describe study procedures and/or risks related to participation, as appropriate.  In some cases, additional sample language that has been further simplified for use in an assent documents is provided.  Any sample language that is used while drafting a consent form should be modified accordingly based on the study protocol.  Please note the RSRB may require additional changes subsequent to review of the protocol and application materials.  Items are listed in alphabetical order and include:

	Allergic Reaction
	HIV Testing

	Audio-Taping and/or Video-Taping
	IV

	Blinded Studies
	Interview

	Blood Draws
	Invasion of Privacy/Breach in Confidentiality

	Bone Marrow Aspiration / Biopsy
	Lumbar Puncture

	Bronchoscopy
	MRI

	Chart Review
	Nasal Wash

	Cognitive Testing
	Oral Glucose Tolerance Test

	Contrast Agent
	PET Scan

	CT Scan
	Placebo

	Discarded Tissue
	Pregnancy

	Discovery of Previously Unknown Condition(s)
	Questionnaires

	Dose Escalation
	Radiation

	DXA (Dexa Scan)
	Randomization

	Echocardiogram and/or Electrocardiogram
	Study Drug

	e-Records
	Tissue Banking

	Exercise Testing
	Washout Period

	Focus Group
	X-Ray

	Genetic Testing (as defined by NYS law)
	

	Genomic Research (Genetic research that does not meet the definition of “genetic testing” as defined by NYS law)
	


[bookmark: Allergic_Reaction]Allergic Reaction
Risks:  It is possible that you may have an allergic reaction to the study drug.  This reaction may be mild, such as a skin rash, or you may have more severe symptoms like swelling of the throat, low blood pressure, and shortness of breath.  In rare cases, a severe reaction could cause death.

[bookmark: AudioTaping]Audio-Taping and/or Video-Recording  
Procedures:  Your interview will be audio-taped.  Once the interview is complete, the tape will be used to make a transcription of your interview.  Your name will not be included in the transcription.  Once the transcription is complete the tape will be destroyed.

We would like to videotape one of your sessions.  The videotape will be used to review and analyze your body language and interactions with the study team by the lead study site at the University of X.  The videotape will be stored until the study has been completed and then it will be destroyed.  Allowing us to videotape one of your training session is an optional part of this study.  You will be asked to indicate your preference at the end of this form.

Risks:  See “Invasion of Privacy/Breach in Confidentiality” below.

Prior to Signature Blocks:  Please mark an X in the boxes below to indicate if you are willing to have one of your sessions taped.

|_|	Yes, I agree to be taped.  

|_|	No, I do not want to be taped.

[bookmark: Blinded_Studies]Blinded Studies
Procedures:  Neither you nor the study team will know which treatment you are assigned.  If there is an emergency, the study team will be able to find out quickly what group you were assigned to.

[bookmark: Blood_Draws]Blood Draws 
Procedures:  You will have a small blood draw about [1 teaspoon]) at [each study visit].

Risks:  Blood draws may cause pain, redness, bruising or infection at the site of the needle stick.  Rarely some people faint.  The study team member may apply numbing cream to the area so that the needle stick won’t hurt as much.

[bookmark: Bone_Marrow_Aspiration_Biopsy]Bone Marrow Aspiration / Biopsy
Procedures:  You will be asked to have a bone biopsy and to donate bone marrow from your hip.  Bone marrow is the soft material in the center of bones that produces new blood cells.  The area will be numbed with lidocaine and, once numb, a large needle will be inserted through a small cut to draw about [4 tablespoons] of marrow out of the bone and to remove a small piece of bone.  Your level of pain will be monitored throughout the procedure and you’ll be encouraged to voice any concerns.  Additional numbing medicine may be utilized if necessary.  The entire procedure will take about [1 hour] to complete.  We will call you about 2 days after the procedure to see how you are doing. 

Risks:  The bone marrow aspiration and biopsy may cause pain, bruising, bleeding and infection.  Soreness near the site may last for a couple of days after the procedure.  You may have more pain, risk of bleeding and bruising if you complete both aspiration and biopsy rather than just the aspiration.  If your pain is severe or you develop a fever, please contact the study team immediately.  


[bookmark: Bronchoscopy]Bronchoscopy
Procedures:  If you decide to participate in this study, you will undergo a bronchoscopy.   This procedure involves passing a long tube with a light on it through your nose and into your upper airway and lungs.  Before the procedure begins, you will have a numbing spray applied to your nose and throat and an IV (intravenous) needle with a tube attached put in the vein in your arm.  Medication to make you drowsy and help you stay comfortable during the procedure will be given through the IV.  The test will take [20-40 minutes] to complete.  You’ll be able to go home once you’re fully awake after the procedure, but should have someone drive you home.

Risks:  The bronchoscopy is not typically painful but it may cause throat numbness, cough, a sore throat and fever.  The numbing spray may make your mouth feel funny and has an unpleasant taste.  Common side effects of the drug administered through the IV include feeling dizzy, faint, lightheaded, tired or out of breath.  You will be watched closely throughout the procedure and we will treat any side effects that occur.

[bookmark: Chart_Review]Chart Review
Procedures:  As part of this study we will collect some information from your medical record.  This will include information such as your age, sex, race, height and weight, pain level, number of blood transfusions, medications you are taking and the results of any laboratory or diagnostic tests.

Risks: See “Invasion of Privacy/Breach in Confidentiality” below.

[bookmark: Cognitive_Testing]Cognitive Testing
Procedures:  You will undergo tests to assess your mood, memory, attention and mental functioning and to determine how clearly you are thinking.  This will involve answering questions, performing paper and pencil tests and completing a test on the computer.  This testing will take approximately [45 minutes] to complete.

Risks:  You may experience feelings of frustration while taking the tests.  These tests are meant to be challenging.  You will be able to take breaks as necessary.

Written Assent:  You will do some tests so we can find out how you pay attention to things and think.  These tests will take about [45 minutes] to finish and might make you feel nervous or frustrated, or you might even get bored with them.  You will be able to take breaks whenever you want to.

[bookmark: Contrast_Agent]Contrast Agent
Risks:  There is a chance of developing an allergic reaction from the contrast material, which may cause symptoms ranging from mild itching or a rash to severe difficulty breathing, shock or rarely, death.  The contrast material may also cause kidney problems.  The study doctors will do a blood test prior to the test to confirm that it is safe you to receive the contrast.

For IV contrast: You may feel discomfort when the contrast material is injected. You may feel warm, flushed, get a metallic taste in your mouth or, rarely, may make you vomit or feel sick to your stomach.  

For oral contrast:  You may experience vomiting, nausea, cramping, bloating, constipation or diarrhea after taking the contrast.

[bookmark: CT_Scan]CT Scan
Procedures:  You will have a CT (Computed Tomography) scan at months [X] and [Y].  The CT scanner is a doughnut-shaped machine that uses x-rays to create computer pictures showing the inside of your body.  During the procedure, you will need to lie still on a table inside the CT machine.  The table will move you in and out of the machine during the scan and you will be instructed to hold your breath.  The scan itself will only take a few minutes to complete, the entire visit will take about 30 minutes. 

Risks:  See “Radiation” below & “Contrast Agent” above. 

[bookmark: Discarded_Tissue]Discarded Tissue
Procedures:  Normally during surgery small amounts of tissue are removed and discarded.  At the end of your surgery, we will collect any tissue that has been removed instead of discarding it.  Collecting this tissue for the purposes of this study will not affect the process or outcome of your surgery.  No extra tissue will be removed for this study.

[bookmark: Discovery_of_Previously_Unknown_Cond]Discovery of Previously Unknown Condition(s)
Risks:  As a result of the tests completed as part of this study, we may discover that you have a medical condition that you did not previously know about.  If we discover something new as a result of these tests you will be told about it.  The study doctor/staff will talk with you about the findings and your options.  You may be told to follow up with your regular doctor or other specialists for future care.

[bookmark: Dose_Escalation]Dose Escalation
Procedures:  The dose of [X] you receive will depend on when you join the study.  We will begin with a low dose.  If subjects on one particular dose have no serious side effects, the next group of subjects will receive a higher dose.  If you experience a serious side effect, the drug will be stopped.  You’ll be asked to continue in the study for the remainder of the visits even if you stop taking the study drug.  The study doctor will tell you what dose you will receive before you make a decision about taking part in this study.

[bookmark: DXA]DXA
Procedures:  You will have a DXA (Dual energy X-Ray Absorptometry) scan to measure your bone density.  This procedure will take place at [X] and will take about [20 minutes] to complete.  During that time you will need to lie still on a padded table while the instrument scans your body.  We will do [3] different scans: [1 of your whole body, 1 of your lower back, and 1 of your forearm].

Risks:  See “Radiation Exposure” below.

[bookmark: Echocardiogram_ECG]Echocardiogram and/or Electrocardiogram
Procedures:  Based upon your personal and family history, you may need to have an echocardiogram and/or electrocardiogram done.  An echocardiogram is a painless test using sound waves that takes a 2-dimensional picture of your heart.  You will need to lie still on a table for about 20 minutes while the test is being done.  An electrocardiogram (ECG) is another painless test that is performed while you lie still for about 5 minutes.  It involves placing electrodes on the chest and arms/legs and recording the electrical activity of your heart.  If you have already had these tests as part of your regular medical care we may ask to get the results from your physician and you will not need to undergo any further testing.

Risks:  Other than possibly experiencing some minor skin irritation from the electrodes there are no anticipated risks related to complete the electrocardiogram.  

Also see “Discovery of Previously Unknown Condition” above.

[bookmark: Exercise_Testing]Exercise Testing
Procedures:  At study visit [X], you will complete an exercise test.  This test involves walking and running on a treadmill while hooked up to a monitor to measure your heart rate and rhythm and blood pressure.  You will also be asked to wear a mouth piece and a clip on your nose during the test so that we can take breathing measurements.  To start, the treadmill will be set at slow walk speed but will be increased to slightly faster speeds and higher inclines every couple of minutes.  You will be encouraged to give as much effort as you can and to keep going until you feel too tired to continue.  Once you reach that point, you can tell the study team and they will slow down the treadmill and decrease the incline.  You will be asked to continue walking on the treadmill until you are comfortably walking.  Your blood pressure, heart and breathing rates will continue to be monitored for an additional 15 minutes after you have completed the test.

Risks:  The exercise test may cause muscle soreness, dizziness, shortness of breath, lightheadedness, chest pain or you may feel faint.  There is also the possibility of tripping or falling while on the treadmill.  You will be monitored throughout the test by the study doctor.

[bookmark: Focus_Group]Focus Group  
Procedures:  You will be asked to take part in a focus group led by one of the investigators.  The group will have about [10] members and will last for [about an hour].  During that time you and the other group members will be asked questions about your opinions and experiences with [X, Y and Z].  You will be asked to keep what is said during the group discussion between the subjects only.

Risks: See “Invasion of Privacy/Breach in Confidentiality” below.

[bookmark: Genetic_Testing]Genetic Testing (as defined by NYS law) 

For sample language, refer to the RSRB Elements of Consent for Genetic Testing Research on the Consent Form Templates website.

Written Assent:  We will collect a small blood sample from a vein in your arm to obtain a sample of your DNA.  DNA is inherited from your parents and decides things like what color hair and eyes you have.  It can also put you at risk for certain diseases.  We will test the sample we collect to see if you have the gene for [X].  If your test is positive, the study doctor will talk to you and your parents about what this means and what other doctors you might need to see.

[bookmark: Genomic_Research]Genomic Research (Genetic research that does not meet the definition of “genetic testing” as defined by NYS law)
Procedures:  We will collect a saliva (spit) sample from both you and your child by gently rubbing a swab inside your mouth.  Saliva and other tissue in your body contain genes, which are made up of DNA.  DNA acts as the body’s blueprint for how our bodies work including how we respond to disease.  All of the saliva samples we collect will be coded with a number and sent to [X] to look at genes.  We hope to find out if there is a genetic (inherited) cause for [X] of if genes affect the severity of [X].  

Risks:  There are no physical risks related to obtaining the saliva sample.  You should be aware however, that because we are looking at both parent/child genes, the research may determine that the father of the child is someone other than who it is thought to be (non-paternity).  Non-paternity will be kept confidential and will not be shared, even with you or your family members.

To protect your/your child’s privacy we have several safety measures in place.  We will remove your/your child’s name and any other identifying information that could directly identify you from your saliva sample and replace it with a subject number.  All other study information will be stored in a secure manner and only study personnel will have access to this information.  However, because your genetic information is unique to you we cannot guarantee that your identity will never become known.

Some genetic information can help predict future health problems of you and your family and this information might be of interest to your employers or insurers.  A federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for heath insurance companies, group health plans and most employers to discriminate against you based on your genetic information.  However, it does not protect you against discrimination by companies that sell life insurance, disability insurance or long-term care insurance.

[bookmark: HIV_Testing]HIV Testing
For more information regarding information that should be included in the consent regarding the research procedures and subsequent testing, refer to the Guideline for Research Involving HIV Testing.

Risks:  See “Blood Draws” above and “Invasion of Privacy/Breach in Confidentiality” below.

[bookmark: IV]IV (Intravenous Catheter)
Procedures:  You will receive either the study drug or placebo through an IV, which is a small plastic tube inserted into a vein in your arm using a needle.  This may require that saline water be inserted into the tube to keep the tube from clogging.

Risks:  The risks of IV insertion include temporary pain and bleeding or bruising at the site where the IV enters the skin.  In placing the IV, there is a small chance of fluid leaking into the tissue surrounding the IV and infection, which would require treatment with antibiotics.  Rarely, the IV may need to be removed and a second one inserted.
[bookmark: Interview]
Interview
Procedures:  You will be interviewed for [about an hour] by a member of the study team in a private office.  The study team member will ask you questions about your experiences with [X, Y and Z].

Risks:  Some of the questions the interviewer will ask may be upsetting or make you feel uncomfortable.  You do not have to answer any questions you do not want to answer and you can stop at any time.

Also See “Invasion of Privacy/Breach in Confidentiality” below.
[bookmark: Invasion_of_Privacy]
Invasion of Privacy/Breach in Confidentiality
Risks:  Because this study involves collecting personal, identifiable information about you, there is a potential for invasion of privacy or breach in confidentiality.  To minimize this risk, we will assign you a study number instead of labeling the information we collect from you with your name [or medical record number].  All of the information we collect will be stored in a secure manner and only study team members will have access to it.

[bookmark: Lumbar_Puncture]Lumbar Puncture
Procedures:  You will undergo a lumbar puncture (sometimes called a “spinal tap”) to obtain cerebral spinal fluid (CSF) samples at visits [X and Y].   This procedure involves inserting a small needle into your lower back.  The study staff will help position you either on your side or sitting up, whichever is most comfortable for you.  The lower part of your back will first be cleaned with antiseptic and then the study doctor will inject a small amount of local anesthetic to numb the area.  Once numb, a very thin needle will be inserted into the spinal canal in your lower back [well below where the spinal cord ends].  About [X] teaspoons of spinal fluid will be removed for analysis and storage.  Your body usually replaces this fluid within 1-2 hours.

After the lumbar puncture is complete, you will remain in the clinic for about 30 minutes.  To prevent side effects, it is important that you not do any strenuous physical activity for 24 hours following the procedure.  This includes lifting, bending, doing housework and gardening, or exercising.

Risks:  The lumbar puncture may cause pain at the site where the needle goes in and the spinal fluid is taken.  There is a small risk of infection or bleeding.  After the lumbar puncture you may get a headache.  To minimize the risk of a headache the doctor will use a small need and may prescribe bed rest for one or more hours after the procedure.  If a headache occurs, it is usually mild and can be controlled by bed rest, drinking lots of fluids and a pain pill, such as Tylenol.  Rarely, the headache is severe and may require additional treatment with a “blood patch”.  In this procedure, a small amount of blood is injected into the lumbar puncture site.  This procedure is generally effective in stopping the headache.  To minimize these risks, the lumbar puncture procedure will be performed by a medical professional specifically trained to do this procedure.

Also see “Allergic Reaction” above for risks related to the use of lidocaine.

[bookmark: MRI]MRI
Procedures:  At visit [X and Y] you will have an MRI (Magnetic Resonance Imaging) done at [Strong Memorial Hospital].  An MRI creates pictures of the inside of your body using strong magnets instead of x-ray energy.  At the time of each scan you will be asked to fill out a screening form to verify that it is safe for you to have the scan.  You will also be asked to remove any metallic objects you may be wearing (for example, watches, earrings or piercings) and possibly to change into a hospital gown.  Then you’ll be asked to lie on a narrow bed that will move into the MRI scanner.  [Before moving you into the scanner, special padding will be placed around your head to help keep your head still.]  Once you are comfortable, the table will be moved into the scanner (the scanner is a long, narrow tube that is open at each end).  You will need to lie still on the table during the scan which will take about [30 minutes] to complete.  You will hear normal “hammering” or clicking and squealing noises during the scan.  You will be able to communicate with the technician running the scan the entire time and will be provided an emergency button to squeeze at any time if you decide you want the scan to stop.

Risks:  The MRI procedure uses a powerful magnetic field to generate images of the body.  The magnet could move objects within your body that contain metal such as implants, clips or pacemakers.  Certain magnetic imaging devices, such as 3T MRI machines, can demagnetize cochlear implants.  If you have any of these items you should not participate in this study.
MRI scanning is painless but you may feel uncomfortable or claustrophobic in the machine.  Earplugs will be provided to protect your ears.  Rarely, contact with conductive materials (like wires) in the machine can result in excessive heating or burns during the scan.  If you feel any heating or burning or sensations during the scan, please let the technician know.

[bookmark: Nasal_Wash]Nasal Wash
Procedures:  We will do a nasal wash at study visits [X, Y and Z].  To do this, a small amount of salt water will be put into each side of your nose and then suctioned out.

Risks:  The nasal wash may cause sneezing and minor irritation of the nose and throat.

[bookmark: Oral_Glucose_Tolerance_Test]Oral Glucose Tolerance Test
Procedures:  An Oral Glucose Tolerance Test (OGTT) will be done during visits [X and Y] to measure the level of glucose and insulin in your blood.  You will be given specific instructions for your diet for the day prior to testing.  Test instructions will be specific to each individual subject.  Generally the test will include the following procedures:
· After 10 pm the night before the test and on the morning of the test, you should only drink water – no other foods or liquids; this is called “fasting.”
· An intravenous (IV) needle and tube will be placed in your arm so that we can do multiple blood draws without having to “stick” you each time.  The needle will stay in your arm for the entire length of the test.
· Then you will be asked to drink [X].
· Blood will be drawn about every ½ hour from the IV over the following 4 hours.

Risks:  Fasting prior to the OGTT may make you feel light-headed or dizzy.  You may also feel weak, hungry, nervous or restless towards the end of the test as your blood glucose levels may drop.  The risks of IV insertion include temporary pain and bleeding or bruising at the site where the IV enters the skin.  In placing the IV, there is a small chance of fluid leaking into the tissue surrounding the IV and infection, which would require treatment with antibiotics.  Rarely, the IV may need to be removed and a second one inserted.

[bookmark: PET_Scan]PET Scan
Procedures:  You will have PET (Positron Emission Tomography) scan at visits [Y and Z].  The PET scanner is a doughnut-shaped machine that uses x-rays combined with a dose of a radioactive substance (tracer) to create computer pictures showing the inside of your body.  

Before the scan, you will have a radioactive substance injected into your arm after which, you will need to wait for approximately 30 minutes for the substance to be absorbed.  After 30 minutes, you’ll lie on a narrow, padded table and be positioned for the scan.  The scan itself is painless and won’t make much noise.  During this time you will need to lie very still.  It will take about another 30 minutes to complete. 

Risks:  See “Radiation” below and “Contrast Agent” & “IV” above. 
[bookmark: Placebo]
Placebo
Procedures:  A placebo is a substance that looks like the study drug but doesn’t include any active ingredients.

[bookmark: Pregnancy]Pregnancy
Risks:  You cannot participate in this study if:
· You are pregnant;
· You or your partner are planning to become pregnant while in the study [(for the next 2 years)]; or
· You are breastfeeding.

Study procedures in this research project may have risks to your unborn or nursing child.  If you are female, you will be given a pregnancy test before you start the study and at each study visit during the course of the study.

If you join this study, you and your partner must agree to use birth control during the study [(for the next 2 years)].  The study team will talk about different methods of birth control with you.  Both men and women in this study must agree to use birth control.

If you or you partner should become pregnant while in this study, or if you think that you or your partner has become pregnant, you must contact the study team right away.  If you or your partner becomes pregnant, you will have to stop taking the study drug and the study staff will ask to follow the pregnancy to term.

Written Assent:  The study drug may hurt an unborn child.  If you are sexually active, the study doctor will talk with you about using birth control while participating in this study.  If you or your partner becomes pregnant while you’re in the study, you must tell the study doctor immediately.  If you are female, you will have a urine pregnancy test completed at each of the study visits.

[bookmark: Questionnaires]Questionnaires
Procedures:  We will ask you to complete [3] questionnaires that will take approximately [10 minutes] to complete.  The questionnaires will ask you about [the symptoms you’re experiencing, your ability to complete everyday activities and will test your memory and concentration.]

Risks:  Some of the questions in the questionnaire may be upsetting or make you feel uncomfortable.  You can skip any of the questions you do not want to answer and you can stop at any time.

Also See “Invasion of Privacy/Breach in Confidentiality” below.

[bookmark: Radiation]Radiation
Option #1: Minimal Risk language vs. Greater Than Minimal Risk Language
There are two choices for the language, depending on whether the radiation risk is minimal risk or greater-than-minimal risk.  The maximum radiation dose that still constitutes minimal risk is the dose from a standard chest x-ray (10 mrem).

Minimal Risk Verbiage
Risks of Radiation Exposure: In this study, you will be exposed to a small amount of radiation from the [CT scan, X-rays].  Studies have shown that getting a lot of radiation at one time or getting many small doses over time may cause cancer.  The risk of getting cancer from the one small radiation dose in this study is very small. Tell the study team about any past or planned future contact with radiation (for example, another research study where you had radiation, exposure from your job, x-rays taken for any reason, or radiation therapy for cancer treatment).

What if you are pregnant?  If you are pregnant or nursing, you cannot be in this research study because the radiation may harm your baby.

Greater-than-minimal-risk Verbiage
Risks of Radiation Exposure: In this study, you will be exposed to radiation from the [CT scan, X-rays, radioactive drugs].  The amount of radiation you will get in the study is XXX mrem (a “mrem” is how radiation dose is measured).  In comparison, one regular chest x-ray would give you 10 mrem.  The natural radiation we are exposed to all the time, like from the sun, gives you about 300 mrem each year.
[bookmark: _GoBack]The total radiation exposure from these procedures is considered small and is not likely to adversely affect you or your disease. However, the effects of radiation add up over a lifetime.  It is possible that having several of these procedures repeated over time, from clinical care as well as this study, may add to your risk of injury or disease. 

When deciding to enter this study, tell the study team about any past or planned future contact with radiation (for example, another research study where you had radiation, exposure from your job, x-rays taken for any reason, or radiation therapy for cancer treatment).

What if you are pregnant?  If you are pregnant or nursing, you cannot be in this research study because the radiation may harm your baby. If you are nursing a baby, please tell your doctor.  If you are able to have a baby and are not pregnant now, and you want to be in this study, we will give you a free pregnancy test.  If you join in this study, you should use contraception to keep from getting pregnant while you are in the study.  If you get pregnant while you are in this study, or if you think you are pregnant, please tell the study doctor right away.

Option #2: Standard of Care vs. Non-Standard of Care Language
Standard of Care (SOC) Radiation Exposure Risks: Since the radiation procedures used in this study are all standard of care, the amount of radiation you will receive is the same as that for patients who are not participating in this study. Therefore, you will not be exposed to any additional radiation by participating in this study.

[bookmark: Randomization]Randomization
Procedures:  If you decide to participate in this study, you will be assigned by chance (like flipping a coin) to one of two groups.  Group 1 will receive [X] and Group 2 will receive [Y].  There is an equal chance that you will be assigned to either group.  [Neither you nor your doctor will be able to know to which group you are assigned].

You will be randomized into one of three study groups.  Randomization means that you are assigned by chance (like pulling a number from a hat) into one of the groups described below:
· If you are in Group 1, you will…
· If you are in Group 2, you will…
· If you are in Group 3, you will…

[bookmark: Study_Drug]Study Drug
Procedures:  You will be instructed to take [1 tablet] of the study drug [twice a day (once in the morning and once in the evening)] for [4 months].  [The study drug should be taken with food and a full glass of water (at least 1 cup).]  [To help you remember to take the drug and to report any side effects, you will be provided a diary to complete each day while you participate.  You will be asked to bring the study drug and diary with you to each of your study visits.] 

Risks:  The study team will monitor you carefully for any side effects of the study drug.  Side effects may include…[depending on the side effects it may be helpful to provide a list or table and categorize as Likely, Less Likely and Rarely (Rarely being ≤1% of cases)].

During the study, if you are having problems with the study drug or are experiencing side effects you should tell us so that we can determine if it is necessary for you to reduce the dose or stop taking the drug.  If you experience significant side effects, please contact us immediately.  If you stop taking the medication, we would still like you to continue to participate in other parts of the study, for example, [X and Y].

[bookmark: Tissue_Banking]Tissue Banking
For more information, refer also to the Guideline for Research Involving Repositories.

Procedures:  We would like to keep any leftover tissue samples from [the extra biopsy that is being completed as part of this study and from your surgery] for future research.  Normally this tissue is thrown away but, with your permission, we will “bank” (store) the tissue.  No extra tissue will be removed during the biopsy or surgery.

The tissue that is banked will only be used for research to learn more about [X].  Future research may include looking at differences in certain genes (DNA), for example, to see how they may predict responses to a certain drug.  For certain types of future testing we may need to contact you to obtain your consent before completing the testing.

All banked tissue will be stored indefinitely at [Y].  Your tissue that is sent there will have all of your personally identifying information removed and will be labeled with a code.  Only study team members at the University of Rochester will have the information that matches the code to you.  Other researchers that my use your tissue for research will not have access to this information.  In the event that other researchers using your tissue want to know more about your health we will contact you and you can decide at that time whether or not you want any other information shared. 
The decision to let us keep the left over tissue is up to you.  Allowing us to contact you in the future is also optional.  You can still be a part of the study even if you say “no” to banking the left over tissue.  No matter what decision you make, it will not affect your care.  If you decide now that your tissue can be used for future research, you can change your mind at any time.  If you do change your mind, please contact [insert name of contact person] at [insert contact information].  Any identified tissue that remains at that time will then be discarded (samples that have been already used, or any data that has been generated as a result of testing done on your sample will not be able to be retrieved or destroyed).  You will be asked to indicate your preferences regarding tissue banking and future contact at the end of this consent form.

Risks:  We do not anticipate any risks to banking your tissue other than the potential loss of privacy.  As described above, we will code your tissue to help protect you.  Because the genetic information in your tissue is unique to you, it may be possible that someday in the future your tissue could be linked backed to you just based on your genes (even though directly identifying information will not be stored with the tissue).

Prior to Signature Blocks:  Please mark an X in the boxes below to indicate if you want to donate your left over tissue for future research.

|_|	Yes, I want my left over tissue stored for future research.  Please also check one of the following:

	|_|	Yes, I agree to be contacted in the future about my stored tissue.
	|_|	No, I do not want to be contacted in the future about my stored tissue.

|_|	No, I do not want my left over tissue to be stored for future research.

Written Assent:  We would like to keep any leftover tissue samples for use in future research.  All left over tissue will be stored in a way that will protect your privacy (we will use a number instead of your name to label samples).  Allowing us to keep this tissue is up to you.  You can still be in the study and decide that you don’t want us to keep the left over tissue.  You can also say “yes” now and change your mind later.  If you change your mind later, you can contact [insert name of contact person] at [insert contact information] to have your left over tissue destroyed.  At the end of this form, you’ll be able to tell us whether or not keep the left over tissue for research. [Provide checkboxes at the end of the form as appropriate.]

[bookmark: Washout_Periods]Washout Periods/Withdrawing Current Medication
Procedures:  The medication you normally take for your condition will need to be stopped about [X days] before you can start taking the study drug.  You will not be able to start taking the medication again until after you’ve completed or withdrawn from the study.  [Based on your randomization assignment, you may receive no active medication (placebo) or] the study drug may not be a dose that will help your condition.  As a result, you may experience an increase in symptoms including [X, Y and Z].  If your symptoms worsen or make you comfortable, talk to the study doctor about withdrawing from the study. 

[bookmark: X_Ray]X-Ray
Procedures:  As part of your regular care you will have x-rays of your hip taken at [A days, B weeks and C, D and E months] after your surgery.  For the purposes of this study, we will ask you to have additional x-rays done at [X and Y].

Risks:  See “Radiation” above.
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