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[bookmark: Allergic_Reaction][bookmark: _Toc54334218]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: _Toc54334219]ANESTHESIA IN PEDIATRICS
Include this language if children on study will be getting procedures that require general anesthesia—this language is required by CC anesthesiology.
The FDA has issued a safety warning about anesthesia in children, especially anesthesia lasting longer than three hours or repeated anesthesia even if it is brief.  Research has shown learning and behavioral problems in animals undergoing long anesthesia or repeated brief anesthesia. Similar problems may be more likely in children who have had long anesthesia or repeated brief anesthesia.  However, research in children has not found learning or behavior problems after one short exposure to anesthesia.  An anesthesiologist will talk to you about the risks and benefits of general anesthesia being used in this study for your child.
[bookmark: AudioTaping][bookmark: _Toc54334220]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.  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 sessions 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: _Toc54334221][bookmark: Blinded_Studies]BLINDED STUDIES
Procedures:  Neither you nor the study team will know which treatment you are assigned.  If there is an emergency and it is important for your care, the study team will be able to find out quickly what group you were assigned to.

[bookmark: _Toc54334222][bookmark: Blood_Draws]BLOOD DRAWS 
Procedures:  You will have a blood drawn from a vein.  This may require a needle stick in your arm or hand, or if you already have an IV catheter in place, we may be able to draw through that.  The amount of blood we will draw is about [specify in teaspoons/tablespoons] at [specify visits when there be blood draws].
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: _Toc54334223][bookmark: Bone_Marrow_Aspiration_Biopsy]BONE MARROW ASPIRATION / BIOPSY
Procedures:  You will be asked to have a bone marrow biopsy and aspiration to collect bone marrow tissue and cells from your hip [specify other site if appropriate for the study].  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 or specify alternative volume as relevant] of marrow out of the bone and to possibly 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: _Toc54334224][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 or mouth 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 someone else must drive you home.
If Bronchoalveolar lavage will be performed:  While we are in the lungs, we will perform a procedure called bronchoalveolar lavage (BAL) to collect the cells to examine in the lab.  We do this by injecting a small amount of salt water and then suctioning it back out.
If transbronchial biopsy will be performed:  We also plan to collect small pieces of lung tissue during the bronchoscopy.  We will do this by inserting forceps into your lung through the bronchoscope.  We will then collect several very small pieces of lung tissue.  [If flouro will be used add this and also include radiation language in the relevant section] We will use x-ray guidance to visualize where the biopsy forceps are in the lung as we collect the samples.
Risks:  The bronchoscopy is not typically painful, but it may cause throat numbness, cough, a sore throat and fever.  Sometimes, the bronchoscopy can cause your blood oxygen levels to temporarily fall.  We will monitor your oxygen levels throughout the entire procedure and afterwards until you are recovered.  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.
If BAL is performed:  In addition to the risks of the bronchoscopy, sometimes you may have a slight fever after the bronchoscopy with BAL.  This usually goes away in a day.  If it persists, you should contact the study team or your doctor.
If transbronchial biopsy is performed:  The biopsy may cause bleeding in the lung.  This typically is only a small amount and will stop on its own, however you may cough up small amounts of blood over the next day.  Rarely, (less than 1 in a 100 times) the biopsy causes what is called a pneumothorax.  This is where the lung becomes punctured and may partially collapse.  If this happens, we may need to insert a tube called a chest tube to re-expand the lung.  A chest tube is a tube placed through the outside of the chest wall into the space between the lung and the chest wall.  Depending on how you are doing, we may need to watch you in the hospital.

[bookmark: _Toc54334225][bookmark: Chart_Review]CENTRAL LINE
Procedure: Prior to your (insert procedure/reason) you may need to have a “tunneled” catheter inserted.  This type of catheter is a thin, long tube made of flexible, silicone rubber that is surgically inserted into one of the main blood vessels leading to your heart.  One end of the catheter is inserted through a small incision into the main blood vessel leading into your heart.  The other end of the catheter may be tunneled under your skin and comes out through your skin through a second small incision.
Your doctor or nurse will explain the procedure in detail, and you will be asked to sign a separate consent.  Before you go home, you will be given instructions on how to care for the catheter.
Risks: Central catheter placement is very common and is generally well tolerated.  The most common risk is infection which is treated with antibiotics or removal of the catheter.  Additional risks include, clots forming inside or along the outside of the catheter which can break off and travel to the veins near your neck, face, chest, arms or lungs (pulmonary embolism). If you develop blood clots, your doctor will give you the appropriate treatment which may include blood thinners. Uncommon side effects include swelling of the face and arm and/or lung collapse.  If the lung collapses, it may be necessary to place a tube between the ribs to allow the lung to re-expand Rarely the catheter can break or air could enter the catheter and travel to the veins near your neck, face, chest, arms or lungs.
[bookmark: _Toc54334226]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: _Toc54334227][bookmark: Cognitive_Testing]COGNITIVE TESTING
[bookmark: _Hlk46156517]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 [specify # of 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 language:  You will do some tests so we can find out how you pay attention to things and think.  These tests will take about [specify # of 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: _Toc54334228][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 drinking the contrast.

[bookmark: _Toc54334229][bookmark: CT_Scan]CT SCAN
Procedures:  You will have a CT (Computed Tomography) scan at months [specify which visits].  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 [update duration as applicable]. 
Risks:  See “Radiation” below & “Contrast Agent” above. 

[bookmark: _Toc54334230][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: _Toc54334231][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: _Toc54334232][bookmark: Dose_Escalation]DOSE ESCALATION
Procedures:  The dose of [specify drug] you receive will depend on when you join the study.  We will begin with a low dose.  If participants on one particular dose have no serious side effects, the next group of participants 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: _Toc54334233][bookmark: DXA]DXA
Procedures:  You will have a DXA (Dual energy X-Ray Absorptiometry) 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 [specify # of scans] different scans: [Specify, as applicable: 1 of your whole body, 1 of your lower back, and 1 of your forearms].
Risks:  See “Radiation Exposure” below.

[bookmark: _Toc54334234][bookmark: Echocardiogram_ECG]TRANS THORACIC ECHOCARDIOGRAM 
Procedure:  We may/will [choose appropriate language] need to have an echocardiogram done as part of this study.  An echocardiogram is a painless test using sound waves that takes a picture of your heart.  During this test, we will put some jelly like substance on your chest.  The technician will then put the ultrasound probe on your chest and record the picture.  The technician may ask you to lay on your side during the test to get a better picture.  For some pictures, they may put the probe on the upper part of your abdomen and push down firmly.  This can be uncomfortable.  The test takes about 30 minutes to complete.  
Risks: Other than the possibility of some mild discomfort during the test, there are no known risks to an echocardiogram.
Also see “Discovery of Previously Unknown Condition” above.
[bookmark: _Toc54334235][bookmark: Exercise_Testing]ELECTROCARDIOGRAM
Procedure: An electrocardiogram (ECG) is a test that is performed while you lie still for about 5 minutes.  It involves placing electrodes (small stickers that are attached to wires that go to the machine) on the chest and arms/legs and recording the electrical activity of your heart.  If you have a lot of hair on your chest, it may hurt a little bit when they remove these stickers.
Risks:  Other than possibly experiencing some minor skin irritation from the electrodes, there are no anticipated risks related to complete the electrocardiogram and/or the echocardiogram
[bookmark: _Toc54334236]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 may also be asked to wear a mouthpiece 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, abnormal heart rhythm, 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: _Toc54334237][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 [specify #] members and will last for about [specify duration of time].  During that time, you and the other group members will be asked questions about your opinions and experiences with [specify topic about which data are being collected].  You will be asked to keep what is said during the group discussion between the participants only.
Risks: See “Invasion of Privacy/Breach in Confidentiality” below.
[bookmark: _Toc54334238]GENE THERAPY
For guidance as to whether or not you need to include Long Term Follow Up for investigational gene therapy products in your protocol/consent; please refer to the FDA guidance document: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/gene-therapy-clinical-trials-observing-subjects-delayed-adverse-events 
[bookmark: _Toc54334239]Gene Therapy Long Term Follow up (Retroviral Vectors) [tailored per protocol]
Because we do not know the long-term side effects of gene therapy, we will ask you to take part in long term follow up for the next 15 years.  The Food and Drug Administration (FDA) requires that people who receive gene therapy be watched even after they complete the study.  We will ask you questions about your health and ask you to have a physical exam every year for (insert number) years. We will also collect your blood for at least one year, but possibly beyond that.  If you return to your referring doctor after treatment here, we will ask you to have your doctor send us a copy of your physical exam and any needed blood samples.  We will collect blood samples right after you receive the (insert product), and at 3, 6 and 12 months after treatment (2 teaspoons each time). We may also collect your blood over the next several years after 12 months if you have had any previous tests that show a retrovirus in your blood. This testing will help us learn if the cells have grown or changed in your body.  For this reason, we ask that you continue to provide us with a current address and telephone number, even after you complete this research study. 
At the time of your death, no matter the cause, we may request consent from your family for an autopsy.  This will allow us to obtain important information about the safety of this experimental treatment.  Please discuss this with your family to inform them of this potential request.
[bookmark: _Toc54334240]Gene Therapy Long Term Follow up (Non-Retroviral Vectors) [tailored per protocol]
[bookmark: OLE_LINK5]The Food and Drug Administration (FDA) requires that people who receive gene therapy be watched even after they complete therapy.  Once you have finished therapy, you will be watched for up to [insert number of years] years to see how well you are doing.  At least, you will be asked to have a routine physical exam each year for five years following your last vaccination.  You will be asked questions about your health such as whether you have developed any new cancers or problems with your blood or immune system (the organs and cells that defend your body against infections and other diseases).  You will also be asked whether you have had a hospital stay for something you did not expect and the medicines you are taking. You will be called by telephone for more information about your health each year for [insert number of years] years following your last treatment. The FDA will have access to this information. For this reason, we ask that you continue to provide us with a current address and telephone number, even after you complete this research study.
[bookmark: _Toc54334241]Gene Therapy Risk of Cancer and Other Diseases [tailored per protocol]
We are unsure if this type of gene therapy will cause you to become sick in the future.  It is possible that it may cause your immune system or nerves not to work well or cause a sickness of your blood cells or even a cancer (for example leukemia).  We do not know if you will develop any of these disorders, but you need to be aware of this possible risk.  Children in France and England received gene therapy for a particular disease of the immune system.  Most of the children were cured but 5 children out of 22 later developed leukemia and one died.  Experts who looked at these cases thought that the gene therapy caused the leukemia in these children.  To watch you for this risk, we will be testing your blood as described before.
An alternate example:
One possible side effect of gene therapy is cancer.  The new gene that we give you as part of this study goes into your cells and can combine with the DNA you already have. This process is called integration.  Most of the time, integration does not cause any problems..  However, there is a chance that the integration can change how nearby genes work.  Very rarely, this can lead to cancer.    
The risk of developing cancer due to the specific gene therapy in this study is unknown.. 


[bookmark: _Toc54334242]GENOMIC SEQUENCING 
[bookmark: _Toc54334243]Purpose of [genome, exome sequencing or other genomics-related analysis research]
Potential participants should be given a succinct explanation of why they have been approached for the proposed study.  This section should include topics such as a brief description of the underlying scientific justification for the research project, the study design, the diseases(s) or condition(s) being studied, and the immediate and long-term goals of the research project.  Use of simplified language that is not overly technical may help potential participants understand the rationale for genome sequencing, exome sequencing or other genomics-related analysis.

Example Language
Why is this research study being done?
We are requesting your permission to perform [specify type of analysis, i.e. genome and/or exome sequencing] on your [specify type of specimen, i.e. blood and/or tissue samples] and link this to your medical and/or family history. Your blood and tissue samples contain genes, which are made up of DNA (deoxyribonucleic acid) which serves as the "instruction book" for the cells that make up our bodies. Sequencing [specify type of analysis, i.e. genome and/or exome] will determine the exact order of the base pairs (chemical letters) in [the tumor being studied, or blood].  Your sample(s), [specify any correlations, i.e. medical and family history information] will help us study how genes [specify purpose of analysis].

An alternate example: 
Tumor and blood samples collected for research purposes on this study may be used to look for specific changes in the DNA in tumors that could be used to develop new ways of diagnosing and treating cancer. DNA (also called deoxyribonucleic acid) in the cells carries genetic information and passes it from one generation of cells to the next – like an instruction manual. While normal tissue contains the DNA (instructions) that you were born with, DNA in tumor cells has changed – or mutated – and we think that change in the DNA is what causes tumors to form and to grow. RNA (also called ribonucleic acid) carries the instructions from the DNA to the parts of your cells that make proteins. 
To look at your DNA and RNA, we may use do what is called “DNA or RNA sequencing.” This is where we will do special tests in the lab to look at the sequence, or order, of how your DNA or RNA are put together. This is what makes you unique. 
To determine which parts of the DNA or RNA have mutated, we will compare the DNA or RNA in your tumor cells to DNA or RNA from normal cells. We will then analyze the results from similar tumors to see if there are any changes in the DNA or RNA that are common to a particular type of tumor.
However, you should know that the analyses that we perform in our laboratory are for research purposes only; they may not be as accurate as the tests that are performed in a laboratory that is certified to perform genetic testing or testing for routine clinical care. For these reasons, we will not give you the results of the research tests done on your research samples in most cases. There may be exceptions to what we share with you, and this is described later in this consent form in the section for “Return of research results”.

[bookmark: _Toc54334244]Incidental and Secondary Findings
Investigators performing genome or exome sequencing in their protocols need to describe a plan for the management of incidental and secondary findings within the protocol and consent.  This plan should address the type of results to be disclosed and include plans for the following:
Results for disclosure
· No results for disclosure and justification for this approach.  
· Current ACMG list.  This list is considered the minimum list, and investigators can add to this list.
· Medically preventable conditions.
· Medically relevant results with unclear treatment implications.
· Results without personal health implications, but which may be useful for reproductive planning.
· Results of uncertain significance.  
· Disclosure/non-disclosure of paternity (if applicable)
· Whether the investigators will update participants if future research changes the clinical significance attributed to results at the time of the initial investigation.
Process for return of results
· How genetic education and counseling by a trained genetic healthcare professional will be provided.
· How CLIA confirmation of research results will be performed, including the mechanism of payment for CLIA laboratory confirmation.
Disclosure to children
· Whether or not results for adult-onset disorders will be disclosed to children or the parents of minor participants and the rationale for either choice.
· If applicable, a plan for return of results when pediatric research participants reach the age of majority. 

Example Language
Incidental and Secondary Findings
Gene changes will be identified that are not related to this research study.  These may include 
· Changes in genes that are related to diseases other than (insert disease being studied). 
· Changes in genes that are not known to cause any disease. These are known as normal variations. 
· Changes in genes that are new and of uncertain clinical importance. This means that we do not know if they could cause or contribute to a disease or if they are normal variations. 
If we find a change in a gene that is important to you or your family’s health, the results will need to be confirmed in a clinical laboratory.  [specify how long you will look for other relevant genetic changes, i.e. one time only, for a period of time] If you want this to be done, we will draw an additional blood sample and send it for confirmatory testing.  Once the results are available, if you would like to receive your results, we will offer to have you come to NIH (at our expense) to have genetic education and counseling to explain this result. 
If you do not want to come to NIH, we will help you find a local genetic healthcare provider who can explain it to you (at your expense).
If you are not contacted, you should not assume that that you do not have any gene variants that might be related to a disease.

Language to use for non-disclosure of Research Results
We do not plan to give you any individual results from your [genome and/or exome] sequencing.  This is because it will probably take a long time for this project to produce health-related information that we will know how to interpret accurately.  However, we will tell you if we find that you have a communicable disease that we are required by law to report to a registry. [Specify whether and how you will summarize research results for participants.]  

Language to use for disclosure of Research Results
If we have useful results from the genome sequencing we have done, we will contact you and ask you if you want to learn the results.  We will ask you to come back to the NIH to learn the results.  You will meet with professionals with the expertise to help you learn more about the risks, benefits and limitations of learning your research results.  If you then decide to receive your results, the research team will explain the meaning of these results and any implications for your and/or your family’s health. 
[bookmark: _Toc54334245]Benefits
Potential benefits to the research participant and to others should be described in the consent form. It is important to include potential benefits for society, but investigators should be careful to distinguish between potential benefits to the individual research participant versus society.
Example Language
Are there any benefits to participating in the project? (No Benefit)
[bookmark: _Hlk54008860]You will not benefit personally from giving a sample for this project because this kind of research usually takes a long time to produce medically useful results. However, your participation will increase our understanding about (insert disease being studied).  We think the information gained during this study may contribute to the medical care, treatment and prevention of problems for others in the future.
Are there any benefits to participating in the project? (Benefit)
Possible benefits to you could include: [include as applicable]
· Learning that a specific change in your genes is the reason for your personal history of (insert disease being studied) which might help you to prevent or lessen future health problems. 
· Information about the risks of (insert disease being studied) in your children and other close relatives which may help lower their risk by obtaining early screening or other risk management care.
· New and better treatments may be an option depending on the genetic result(s).
This study may increase our understanding about (insert disease being studied).  We think the information gained during this study may contribute to the medical care, treatment and prevention of problems for others in the future.

[bookmark: _Toc54334246]Risks
Example Language 
[bookmark: _Toc54334247]Privacy Risks Associated with Genetic Testing
It may be possible that genetic information from you could be used by law enforcement agencies or other entities to identify you or your blood relatives.
[bookmark: _Toc54334248]Psychological or Social Risks Associated with Return of Incidental or Secondary Findings
As part of the research study, it is possible that you could learn that you have genetic risks for another disease or disability. This may be upsetting and, depending on what you learn, might create a need to make challenging decisions about how to respond. 
Although your genomic information is unique to you, you share some genomic similarities with your children, parents, brothers, sisters, and other blood relatives. Therefore, learning your research results could mean something about your family members and might cause you or your family distress. Before joining the study, it may be beneficial to talk with your family members about whether and how they want you to share your results with them. 
This language below has been approved by OGC (do not alter it) and should be used to discuss GINA (note that GINA only applies if genetic information is in the subject’s medical record):
[bookmark: _Toc54334249]Protections against misuse of genetic information 
This study involves genetic testing on samples.  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. The Genetic Information Nondiscrimination Act (GINA) is a federal law that prohibits plans and health insurers from requesting genetic information or using genetic information. It also prohibits employment discrimination based on your health information. However, GINA does not address discrimination by companies that sell life insurance, disability insurance, or long-term care insurance. GINA also does not protect you against discrimination based on an already-diagnosed condition or disease that has a genetic component.
[bookmark: _Toc54334250]HIV TESTING
If your study involves testing participants for HIV at the Clinical Center, the following language is required per the CC epidemiology department (it may be used for other locations as applicable): 
As part of this study, we will test you for infection with the human immunodeficiency virus (HIV), the virus that causes AIDS.  If you are infected with HIV you will (not/still) be able to participate in this study.  We will tell you what the results mean, how to find care, how to avoid infecting others, how we report HIV infection, and the importance of informing your partners at possible risk because of your HIV infection.

[bookmark: _Toc54334251]IPS CELLS
We may use some of your blood or skin samples to make a special type of cells called induced pluripotent stem cells or iPS cells. iPS cells are special because they can be used in the laboratory to make many other types of cells, and we can use them to create an indefinite supply of stem cells (cell lines) for ongoing use in research. Making iPS cells from your samples can help us better understand your condition. We can use your cells to find out if any difference or variation in your genes is causing your disease, or just to see how your cells work in the laboratory. 
[bookmark: IV]
[bookmark: _Toc54334252]IV (INTRAVENOUS CATHETER)
Procedures:  We will place an intravenous catheter which is a small plastic tube inserted into a vein in your arm using a needle.
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 may cause some swelling and discomfort.   Rarely, the IV site may become infected, which might require treatment with antibiotics. 
[bookmark: Interview]
[bookmark: _Toc54334253]INTERVIEW
Procedures:  You will be interviewed for [about an hour] by a member of the study team in a private location.  The study team member will ask you questions about your experiences with [specify topic(s)].
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]
[bookmark: _Toc54334254]INVASION OF PRIVACY/BREACH IN CONFIDENTIALITY
Risks:  Because this study involves collecting personal, identifiable information about you, there is a possibility that people who are not supposed to see this information might somehow gain access to it. We will take precautions to prevent this, but we cannot ever be certain that it won’t happen.  To minimize this chance, 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, such as in a locked cabinets or password protected computer files.

[bookmark: _Toc54334255][bookmark: Lumbar_Puncture]LEUKAPHERESIS
Procedure: The procedure for obtaining blood cells through leukapheresis is a very common procedure that is done routinely here in the Clinical Center with very few risks.  White blood cells (lymphocytes) are removed from you using a serum cell separator machine.  This requires putting a needle into your arm to obtain blood to go into the machine.  The machine divides whole blood into red cells, plasma (the liquid part) and lymphocytes (white cells).  The lymphocytes will be taken out, and the plasma and red cells returned to you through a second needle in your other arm.  The procedure takes between 4-6 hours to complete.  

Risks: The risks of leukapheresis include pain, bruising, lightheadedness or dizziness, nausea, vomiting and chills. Bruising may last up to 72 hours.
Tingling around the mouth, fingers, or toes and mild muscle cramps may develop from slight lowering of the blood calcium by the blood thinner used during the procedure. These symptoms can be treated by either temporarily stopping the procedure or by giving a calcium pill. Leukapheresis uses a completely closed sterile system. The risk of infection is minimized by cleaning the skin before the needle stick. No infections from leukapheresis have been noted in thousands of such procedures performed over the last 10 years at the NIH. 
Rarely, there can be a malfunction of the apheresis machinery that might prevent the return of your blood being processed in the machine. The amount of blood lost would be very small and not harmful. It is also rare for people to faint, have seizures, or have air trapped in the bloodstream.
Temporary or permanent nerve damage may occur at the needle placement sites. This is very rare. At the NIH, to this point, there have been no cases of permanent nerve damage with leukapheresis.
During the leukapheresis procedure, your platelet count may decrease because platelets are collected with the white blood cells. Platelets are cells that help your blood to clot. Taking aspirin in combination with a lowered platelet count may increase your chance of developing bleeding. Therefore, you should not take aspirin or aspirin-containing drugs for 2 weeks after the procedure without physician approval.
[bookmark: _Toc54334256]LUMBAR PUNCTURE
Procedures:  You will undergo a lumbar puncture (sometimes called a “spinal tap”) to obtain cerebral spinal fluid (CSF) samples at visits [specify which visits].   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.  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 [specify volume] 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 (LP) is complete, you will be monitored 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.  About a third of adults report a headache after an LP. To minimize the risk of a headache, the doctor will use a small needle 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 acetaminophen.  Rarely, the headache is severe and may require additional treatment with a “blood patch”.  In this procedure, a small amount of your own blood is injected into the lumbar puncture site.  This procedure is generally effective in stopping the headache.  A rare but serious complication of a LP, if it is done when the pressure inside the head is higher than normal (such as when a brain tumor is present), is known as medullary herniation which can result in death.  Increased intracranial pressure is very unlikely to be present.  The LP will not be done if there are any clinical indications that you have increased intracranial pressure, a skin infection in the lower back area, or bone malformation of the lower back (including severe scoliosis) which would make an LP difficult.
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: _Toc54334257]MAGNETIC RESONANCE IMAGING 
Instructions to investigators: If more than one type of MRI scan is done during the protocol or during a single session, combine the appropriate procedure language (structural, functional, spectroscopy) into a single paragraph.   
[bookmark: _Toc54334258]Routine MRI
Procedures:  At visit [X and Y] you will have an MRI (Magnetic Resonance Imaging) done at [list location].  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.  If applicable: [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 or specify as applicable] to complete.  You will hear normal “hammering” or clicking and squealing noises during the scan.  While in the scanner you will be fitted with earplugs or earmuffs to muffle the sound. 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.
[bookmark: _Toc54334259]Structural MRI
[bookmark: _Hlk46153756]Procedures:  Magnetic resonance imaging (MRI) uses a strong magnetic field and radio waves to take pictures of the body.  We will obtain pictures of your (insert body part) for this study. The MRI scanner is a metal cylinder surrounded by a strong magnetic field.  During the MRI, you will lie on a table that can slide in and out of the cylinder.  We will place soft padding or a coil around your (insert body part). You will be in the scanner about (insert time) minutes. You may be asked to lie still for up to (insert time) minutes at a time. While in the scanner you will hear loud knocking noises, and you will be fitted with earplugs or earmuffs to muffle the sound. You will be able to communicate with the MRI staff at all times during your scan, and you may ask to be moved out of the machine at any time. 
[bookmark: _Toc54334260]Brain Functional MRI
Procedures:  Magnetic resonance imaging (MRI) uses a strong magnetic field and radio waves to take pictures of your brain. Functional MRI (fMRI) allows us to see what parts of the brain are used when you do a task. The MRI scanner is a metal cylinder surrounded by a strong magnetic field.  During the MRI, you will lie on a table that can slide in and out of the cylinder. A device called a “coil” will be placed over your head. 
For your fMRI scan you will (insert task). (If applicable:) There is a computer screen that you can see when you are inside the scanner.  The screen will show you task information. 
You will be in the scanner about (insert time) minutes/hours. During the scan, you may be asked to do the study task, or you may be asked to lie still for up to (insert time) minutes at a time. While in the scanner you will hear loud knocking noises and you will be fitted with earplugs or earmuffs to muffle the sound. You will be able to communicate with the MRI staff at all times during your scan and you may ask to be moved out of the machine at any time. 
[bookmark: _Toc54334261]Magnetic Resonance Spectroscopy
Procedures:  Magnetic resonance spectroscopy (MRS) uses a strong magnetic field and radio waves to take pictures of various chemicals in your (insert body part) using an MRI scanner. The MRI scanner is a metal cylinder surrounded by a strong magnetic field. During the MRS scan, you will lie on a table that can slide in and out of the cylinder. We will place soft padding or a coil around your (insert body part). You will be in the scanner about (insert time) minutes. You may be asked to lie still for up to (insert time) minutes at a time. While in the scanner you will hear loud knocking noises, and you will be fitted with earplugs or earmuffs to muffle the sound. You will be able to communicate with the MRI staff at all times during your scan, and you may ask to be moved out of the machine at any time. 

For any MRI, if applicable:
It is very important for the experiment that you do not move your head or body inside the scanner. We will use padding around your (insert body part) to help keep it in place.
We may place a bar in your mouth to help keep your head still.

[bookmark: _Toc54334262]If MRI will be done combined with PET scanning
Describe both the MRI and PET procedures and add the statement:
The MRI and PET scans may be done on a combined MRI-PET scanner during the same session. 
[bookmark: _Toc54334263]Investigational use of MRI (machine, sequences and/or coils)
If your protocol is using MRI in an investigational manner (research sequences, coils, unapproved machine), use this language as applicable to the type of research being done: 
We will be using the MRI for investigational research. This means that the way the MRI is generating the images may be different than what is normally done in a routine clinical scan. However, all studies done under this protocol will be performed within FDA safety guidelines. We also plan to use research coils (antennae). These are parts of the machine that help generate the image. This use of research tools in the MRI has not been approved by the FDA and is considered investigational. Additionally, some of the MR machines that we use are considered investigational (not yet approved by the FDA for this use) but are used within the FDA safety guidelines.

[bookmark: _Toc54334264]Risks for MRI, fMRI, MRS:
People are at risk for injury from the MRI magnet if they have some kinds of metal in their body.  It may be unsafe for you to have an MRI scan if you have pacemakers or other implanted electrical devices, brain stimulators, some types of dental implants, aneurysm clips (metal clips on the wall of a large artery), metal prostheses (including metal pins and rods, heart valves, and cochlear implants), permanent eyeliner, tattoos, an implanted delivery pump, or shrapnel fragments. Welders and metal workers may have small metal fragments in the eye. You will be screened for these conditions before having any MRI scan.  If you have a question about metal in your body, you should inform the staff. You will be asked to complete an MRI screening form before each MRI scan you have. 
In addition, all magnetic objects (like watches, coins, jewelry, and credit cards) must be removed before entering the MRI scan room.
People with fear of confined spaces may become anxious during an MRI. Those with back problems may have back pain or discomfort from lying in the scanner.  The noise from the scanner is loud enough to damage hearing, especially in people who already have hearing loss. Everyone having a research MRI scan will be fitted with hearing protection. If the hearing protection comes loose during the scan, you should let us know right away.
There are no known long-term risks of MRI scans.
[bookmark: _Toc54334265]Additional language for gadolinium enhanced MRI
Procedure: During part of the MRI you will receive gadolinium, a contrast agent, through an intravenous (IV) catheter (small tube). It will be done for (Use the applicable wording: research OR both research and medical) purposes. 
It is not known if MRI with contrast is completely safe for a developing fetus. Therefore, all women of childbearing potential will have a pregnancy test performed no more than 24 hours before each MRI scan with contrast. The scan will not be done if the pregnancy test is positive. 
Risks: The risks of an IV catheter include bleeding, infection, or inflammation of the skin and vein with pain and swelling.  
Mild symptoms from gadolinium infusion occur in fewer than 1% of those who receive it and usually go away quickly.  Mild symptoms may include coldness in the arm during the injection, a metallic taste, headache, and nausea.  In an extremely small number, fewer than one in 300,000 people, more severe symptoms have been reported including shortness of breath, wheezing, hives, and lowering of blood pressure. You should not receive gadolinium if you previously had an allergic reaction to it.  You will be asked about such allergic reactions before gadolinium is given.   
People with kidney disease are at risk for a serious reaction to gadolinium contrast called “nephrogenic systemic fibrosis (NSF)”.  This condition always involves the skin and can also involve the muscles, joints and internal organs.  NSF has resulted in a very small number of deaths.  A blood test of your kidney function may be done within the month before an MRI scan with gadolinium contrast. You will not receive gadolinium for a research MRI scan if your kidney function is below the safe level. 
[bookmark: _Hlk22039637]Most of the gadolinium contrast leaves the body in the urine.  However, the FDA has issued a safety alert that indicates small amounts of gadolinium may remain in the body for months to years.  The long-term effects of the retained gadolinium are not unknown.  Some types of gadolinium contrast drugs are less likely to remain in the body than others.  In this study, we will use the gadolinium contrast drugs that are less likely to remain in the body. (OR use alternate sentence if linear GBCAs may be used such as the following.) In this study, we will use the gadolinium contrast drugs that are less likely to remain in the body, whenever possible. We will also give you additional information called a “Medication Guide.”  Upon request, we will give you individual information about retained gadolinium we see on your studies.

[bookmark: _Toc54334266]Additional language for 7T scanner
Risks 
In this study, we are using an MRI scanner that has a strong 7 Tesla magnet. Because of the strong magnetic field, some people have brief periods of muscle twitching, eye discomfort, dizziness, mild nausea, headache, a metallic taste in their mouth or a sensation of flashing lights. Many of these effects are from moving too quickly in the magnetic field, so you will be asked to walk slowly to the MRI table. Once you lie down, we will move the table slowly into the scanner. You can ask us to stop the scan at any time if you feel too uncomfortable. There is no evidence that scanning at high magnetic field strengths is dangerous, but we do not know if there are any long-term effects. 
Language regarding incidental MRI findings
Note: If you use this language, this paragraph should be placed in the consent section on the return of results to participants
All participants in MRI research studies will have an MRI scan read by a credentialed radiologist (or neuroradiologist). Sometimes there are unexpected findings on an MRI scan or on other testing that we will perform.  Some findings are of unknown significance or importance to your health, which may make you anxious.  We will inform you about any finding that may require further evaluation or care. We are not able to provide evaluation or treatment for these conditions at NIH. If needed, we will refer you to a health care provider.
[bookmark: _Toc54334267][bookmark: Nasal_Wash]NASAL WASH
Procedures:  We will do a nasal wash at study visits [specify which visits].  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: _Toc54334268][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 participant.  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 [specify what they will drink].
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: _Toc54334269][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: _Toc54334270][bookmark: Placebo]PLACEBO
Procedures:  A placebo is a substance that looks like the study drug but doesn’t include any active ingredients.
[bookmark: _Toc54334271][bookmark: Pregnancy]POLICY REGARDING RESEARCH-RELATED INJURIES—PREP ACT
[bookmark: _Toc54334272]Required Informed Consent Language if applicable
If your study uses a COVID-19 covered countermeasure, substitute the following language in the research injury section of the informed consent document.  For NIH studies that are conducted at NIH sites other than the Clinical Center, please adapt the first paragraph to be consistent with your site-specific language already approved by OHSRP.
The NIH Clinical Center will provide short-term medical care for any injury resulting from your participation in research here. In general, no long-term medical care will be provided by the NIH, the NIH Clinical Center, or the Federal Government.
A Declaration under the Public Readiness and Emergency Preparedness (PREP) Act was issued by the Secretary of the United States Department of Health and Human Services on March 10, 2020.  This Declaration limits the legal rights of a subject participating in clinical studies utilizing COVID-19 countermeasures.  Because this study is covered by the PREP Act Declaration, covered persons, such as the manufacturers, study sponsor, researchers, healthcare providers and others have liability immunity (that is, they cannot be sued by you or your family under the laws of the United States).
If you believe that you may have been harmed as a result of this research study, certain claims for serious injury or death caused by the countermeasure may be eligible for compensation through the Countermeasures Injury Compensation Program. This is a program set up by the United States Government. Information about this program can be found at https://www.hrsa.gov/cicp/about/index.html or by calling 1-855-266-2427.
[bookmark: _Toc54334273]PRIVACY LANGUAGE FOR STUDIES CONDUCTED OUTSIDE OF THE CLINICAL CENTER
[bookmark: _Toc54334274]Required Informed Consent Language if applicable
Situations arise in which subjects are enrolled into an NIH protocol, but they do not receive the usual Certificate of Confidentiality and Privacy Act notifications.  This may occur in the following situations:
1. The research is approved for an oral consent process with a waiver of documentation of consent (also known as a waiver of signature);
2. The research utilizes an online consent process with an IRB waiver of documentation of consent;
3. The research is approved with a standard written consent process, but the subject is not ever registered with the Clinical Center (CC) and therefore the standard CC consent privacy language is not appropriate, and there is not alternative approved language included.
In these cases, if any identifiable private information will be collected and stored, the prospective subject must receive a privacy notice and be informed of the NIH Certificate of Confidentiality policy.  The language below should be used as follows to meet this requirement.
1. Adding the language below to a written statement mailed to an off-site subject when not a CC-registered subject; or
2. Reading the language below to a subject if the consent process is entirely oral (by phone or otherwise), In this case, the person obtaining consent must offer to send a written copy of the privacy statement below to the subject via mail or electronic means.   Note this option should only be used if the subject will not be registered with the CC and there is no plan to mail or otherwise provide a written consent document to the subject. 
3. Adding the language below to a written statement online for online research when not a CC-registered subject;
4. Including the language below in the informed consent document provided to a subject that will not ever be registered at the clinical center, unless alternative approved Privacy Act notice language is already included in the consent.
[bookmark: _Toc54334275]Certificate of Confidentiality 
To help us protect your privacy, the NIH Intramural Program has received a Certificate of Confidentiality (Certificate). With this Certificate, researchers may not release or use data or information about you except in certain circumstances.   
NIH researchers must not share information that may identify you in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings, for example, if requested by a court.  
The Certificate does not protect your information when it:  
1. is disclosed to people connected with the research, for example, information may be used for auditing or program evaluation internally by the NIH; or 
2. is required to be disclosed by Federal, State, or local laws, for example, when information must be disclosed to meet the legal requirements of the federal Food and Drug Administration (FDA); 
3. is for other research;
4. is disclosed with your consent. 
The Certificate does not prevent you from voluntarily releasing information about yourself or your involvement in this research. 
The Certificate will not be used to prevent disclosure to state or local authorities of harm to self or others including, for example, child abuse and neglect, and by agreeing to participate in this research you consent to those disclosures. Other permissions for release may be made by signing NIH forms, such as the Notice and Acknowledgement of Information Practices consent.
[bookmark: _Toc54334276]Privacy Act
The Federal Privacy Act generally protects the confidentiality of your NIH research information that we collect under the authority of the Public Health Service Act during your participation in this research study.  This study’s data will be stored under system 09-25-0200, Clinical, Basic and Population-based Research Studies of the National Institutes of Health (NIH). In some cases, the Privacy Act protections differ from the Certificate of Confidentiality.  For example, sometimes the Privacy Act allows release of information from your record without your permission, for example, if it is requested by Congress. Information may also be released for certain research purposes with due consideration and protection, to NIH staff (such as contractors and volunteers), to those engaged by the agency for research purposes, to certain federal and state agencies, for HIV partner notification, for infectious disease or abuse or neglect reporting,  to morbidity, mortality, disease, or tumor registries, when authorized by the Secretary of HHS, or when the NIH is involved in a lawsuit.  However, NIH will only release information from your medical record if it is permitted by both the Certificate of Confidentiality and the Privacy Act. If you do not want to share your information with us, then you cannot participate in this study.

[bookmark: _Toc54334277]PREGNANCY
Risks:  You cannot participate in this study if:
· You are pregnant;
· [bookmark: _Hlk46157816]You or your partner are planning to become pregnant while in the study [specify duration e.g. # of 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 [specify duration].  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 your 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: _Toc54334278][bookmark: Questionnaires]QUESTIONNAIRES
Procedures:  We will ask you to complete [specify number] questionnaires that will take approximately [specify duration of time] to complete.  The questionnaires will ask you about [Add relevant information here. For ex: 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: _Toc54334279]TRANSCRANIAL MAGNETIC STIMULATION (TMS)
Risks: We will be using the TMS System and the coil for investigational research. This means that we are using it to study brain function rather than to treat patients.  However, all studies done under this protocol will be performed within established safety guidelines. The use of the TMS system and coil for research has not been approved by the FDA and is considered investigational.  

[bookmark: _Toc54334280]RADIATION
[bookmark: _Toc54334281]Non-Therapeutic Radiation 
Investigators: Please note, this language below is required, not suggested, language if this is applicable to your protocol.  Please do not alter it in any way. 
Scans, tests and procedures that involve radiation that are specified in the protocol are considered by the IRB to be research.  If the scan, test or procedure is dictated solely by the clinical needs of the participant, then this is considered clinical and should not be included in the protocol or the consent.  The IRB has no regulatory authority over the practice of medicine and can only review proposed research and associated risks.
Note that for pediatric participants (<18 years old), RSC review is required if these participants are healthy volunteers or if the annual effective dose will be > 0.5 rem. 
If your consent does not already contain language regarding pregnancy elsewhere, please include the following language at the end of the appropriate risk language: 
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 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.

A.  Consent language required when the Effective Dose (ED) is < 0.3 rem (non-therapeutic radiation)
[bookmark: _Hlk31983128]During your participation in this research study, you may be exposed to radiation from [list all sources of radiation that are required by the protocol] each year.  This is considered a low exposure. The risk of this exposure is too low to be reliably measured. [For pediatric participants add the following here: The amount of radiation you will receive is less than the NIH Radiation Guidelines of 0.5 rem per year for participants less than 18 years old.]
[bookmark: _Hlk27134203]Every day, people are exposed to low levels of radiation that come from the sun and the environment around them.  This type of radiation is called “background radiation”.   No one knows for sure whether exposure to these low amounts of radiation is harmful to your body.  The radiation you will get by participating in this study is less than the average yearly background radiation in the United States.
B. [bookmark: _Hlk27136922]Consent language required when the Effective Dose (ED) is > 0.3 rem and < 5 (non-therapeutic radiation)
[bookmark: _Hlk27144913][bookmark: _Hlk35518464]During your participation in this research study, you may be exposed to radiation from [list all sources of radiation that are required by the protocol] each year.  The amount of radiation exposure from these procedures is equal to approximately [insert effective dose (ED) value, in rem]. A rem is a unit of absorbed radiation.  [For pediatric participants[footnoteRef:1] add the following here:  This amount of radiation is [less than/the same as/greater than] (select appropriate language based on the ED) the NIH Radiation Guidelines of 0.5 rem per year for participants less than 18 years old.] [1:  Pediatric participants (<18 years of age) who are healthy volunteers or who will receive an ED of at least 0.5 rem will be reviewed by the RSC.] 

Every day, people are exposed to low levels of radiation that come from the sun and the environment around them.  The average person in the United States receives a radiation exposure of 0.3 rem per year from these sources.  This type of radiation is called “background radiation.”  No one knows for sure whether exposure to these low amounts of radiation is harmful to your body. 
[bookmark: _Hlk35507437]The [insert type of scan, e.g., PET, CT] that you get in this study will expose you to roughly the same amount of radiation as [insert estimate in years based on background radiation dose of 0.3rem /year. e.g. for total dose of 0.6 rem, insert “2 years’ worth” here] of background radiation.  Most of the time, this amount of extra radiation is not harmful to you.  However, scientists believe that being exposed to too much radiation can cause harmful side effects.  This could include getting a new cancer.  We estimate that this could happen in about 1 out of every 1000 people who get a very large amount of extra radiation.
C. Consent language required when the Effective Dose (ED) is > 5 rems (non-therapeutic radiation)
During your participation in this research study, you may be exposed to radiation from [list all sources of radiation that are required by the protocol] each year.  The amount of radiation exposure from these procedures is equal to approximately [insert effective dose value, in rem]. A rem is a unit of absorbed radiation. 
Every day, people are exposed to low levels of radiation that come from the sun and the environment around them.  The average person in the United States receives a radiation exposure of 0.3 rem per year from these sources.  This type of radiation is called “background radiation.”  This study will expose you to more radiation than you get from everyday background radiation. No one knows for sure whether exposure to these low amounts of radiation is harmful to your body. 
[bookmark: _Hlk35352304][bookmark: _Hlk35516763]The [insert type of scan, e.g., PET, CT] that you get in this study will expose you to roughly the same amount of radiation as [insert estimate in years based on background radiation dose of 0.3rem /year. e.g. for total dose of 6 rem, insert “20 years’ worth” here] of background radiation. Being exposed to too much radiation can cause harmful side effects such as an increase in the risk of cancer.  The risk depends on how much radiation you are exposed to. Please be aware that about 40 out of 100 people (40%) will get cancer during their lifetime, and 20 out of 100 (20%) will die from cancer. The risk of getting cancer from the radiation exposure in this study is X out of 100 (Y%) [Calculate X based on 0.1% per rem. e.g. for total dose of 6 rem, “insert 0.6 out of 100 (0.6%)”] and of getting a fatal cancer is A out of 100 (B%) [The PI should calculate A based on .05% per rem. e.g. for total dose of 6 rem, “insert 0.3 out of 100 (0.3%)].

[bookmark: _Toc54334282]Therapeutic Radiation 
For assistance drafting risk language specific to a therapy, researchers should contact:
· Radioactive therapy drugs (I-131, Lu-177, etc.): the Clinical Authorized User (CAU) signing off on the protocol.  A CAU is required for all clinical administrations of radioactive materials.
· Radiation Oncology therapies (TBI, SBRT, HDR): Kevin Camphausen or Freddy Escorcia
· Additional guidance may be found at https://drs.ors.od.nih.gov/rsc/Pages/forms_index.aspx 
Risks and side effects related to radiation therapy include:
· Likely: [List of risks and side effects]
· Less likely: [List of risks and side effects]
· Rare, but serious: [List of risks and side effects]
Overall radiation risk: 
During a year in this research study, [choose most appropriate: you, your tumor, your ‘target organ’] you may be exposed to [insert therapeutic radiation dose in Gy or rad] of radiation from [indicate radiation therapy source-TBI, SBRT, the radioactive drug, I-131, etc.].  You will also receive a much smaller amount of radiation from scans used to plan your treatment and measure your progress.  [Optional statement: Additionally, tumor biopsies may be done by a specialist using a CT scanner to guide the biopsy needle into the tumor to ensure accuracy.] The total scans include [insert list of scans and procedures].  The amount of radiation from these scans adds minimal additional risk to the higher radiation doses received in the course of treatment.  [If applicable include the following: This radiation has been reviewed by the NIH Radiation Safety Committee and deemed appropriate for this study.] 
[bookmark: _Toc54334283]Radiation reviewed by the RDRC
During your participation in this radioactive drug research study, you may be exposed to radiation from [list all sources of radiation that are required by the protocol] each year.  The amount of radiation exposure from these procedures is equal to approximately [insert effective dose (ED) value, in rem]. A rem is a unit of absorbed radiation.  The US Food and Drug Administration (FDA) has set an annual radiation limit of 5 rem for participants for this type of research. The dose you will receive in this study is below the limit and is not expected to be harmful.
Every day, people are exposed to low levels of radiation that come from the sun and the environment around them.  The average person in the United States receives a radiation exposure of 0.3 rem per year from these sources.  This type of radiation is called “background radiation.”  No one knows for sure whether exposure to these low amounts of radiation is harmful to your body. 
[bookmark: _GoBack]The [insert type of scan, e.g., PET, CT] that you get in this study will expose you to roughly the same amount of radiation as [insert estimate in years based on background radiation dose of 0.3rem /year. e.g. for total dose of 0.6 rem, insert “2 years’ worth” here] of background radiation.  Most of the time, this amount of extra radiation is not harmful to you.  However, scientists believe that being exposed to too much radiation can cause harmful side effects.  This could include getting a new cancer.  We estimate that this could happen in about 1 out of every 1000 people who get a very large amount of extra radiation.
[bookmark: _Toc54334284][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 [specify number] 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.  [if applicable, include: Neither you nor your doctor will be able to know to which group you are assigned].
You will be randomized into one of [specify number] 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: _Toc54334285][bookmark: Study_Drug]STUDY DRUG
Procedures:  You will be instructed to take [1 tablet] of the study drug [specify frequency instructions] for [specify duration].  e.g. [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: _Toc54334286][bookmark: Washout_Periods]WASHOUT PERIODS/WITHDRAWING CURRENT MEDICATION
Procedures:  The medication you normally take for your condition will need to be stopped about [specify # of 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 [specify symptoms].  If your symptoms worsen or make you comfortable, talk to the study doctor about withdrawing from the study. 

[bookmark: _Toc54334287][bookmark: X_Ray]X-RAY
[bookmark: _Hlk46158048]Procedures:  As part of your regular care you will have x-rays of your [specify body part] taken at [specify visits/timeframes for x-rays] after your [insert procedure].  For the purposes of this study, we will ask you to have additional x-rays done at [specify visits/timeframes for x-rays].
Risks:  See “Radiation” above.
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