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Your participation in this study is voluntary.  You may decide not to participate or you may leave the study at any time.  Your decision will not result in any penalty or loss of benefits to which you are otherwise entitled.

If you have questions, concerns, or complaints, or think this research has hurt you, talk to the research team at the phone number(s) listed in this document.

RESEARCH CONSENT SUMMARY
You are being asked for your consent to take part in a research study. This document provides a concise summary of this research. It describes the key information that we believe most people need to decide whether to take part in this research. Later sections of this document will provide all relevant details.

How long will I be in this research?
We expect that your taking part in this research will last about 5 years

Why is this research being done?
The purpose of this research is to determine if a new experimental treatment called ixoberogene soroparvovec (Ixo-vec) is as safe and effective as the currently approved standard treatment, Eylea®, in treating your wet AMD. Ixo-vec is a gene therapy which delivers a gene to your eye to help it produce its own aflibercept, a protein shown to control wet AMD.

What happens to me if I agree to take part in this research?
If you decide to take part in this research study, the general procedures include receiving injections into your eye on a bi-monthly basis, (at a minimum), daily eye drops, physical exams, blood draws, specialized exams of your eye, tests to determine how well you can see, and questionnaires about how your vision loss impacts your daily activities.

Could being in this research hurt me?
The most important risks or discomforts that you may expect from taking part in this research include inflammation, infection, blurry vision, eye pain, detachment of your retina. There is a more complete list of side effects below.

Will being in this research benefit me?
The most important benefits that you may expect from taking part in this research include possibly reducing the number of injections needed to treat your wet AMD.

You may also experience an improvement in your vision or a slower rate of vision loss caused by your wet AMD. Possible benefits to others include understanding more about the interaction of the gene product and how your eye cells may produce the anti-growth factor.

What other choices do I have besides taking part in this research?
Instead of being in this research, your choices may include other approved treatment options such as frequent anti-VEGF injections (like Eylea®), photodynamic therapy, laser therapy, or prescribed medicines.

What else should I know about this research?
Other information that may be important for you to consider so you can decide whether to take part in this research is that receiving the study drug may prevent you from participating in future studies involving similar gene therapies. Only one eye (the study eye), will be treated with either Ixo-vec or the comparator drug, Eylea® as described in this consent form. If you require an injection of Eylea®, Eylea HD®, or Vabysmo in your other (non-study) eye for treatment of wet AMD while taking part in this study, this will be provided at no cost to you.  You can’t be pregnant, actively breast-feeding, or planning to get pregnant, while in the study.

There is a possibility that identifiers might be removed from your private information and then used or distributed for future research studies without your additional informed consent.

DETAILED RESEARCH INFORMATION
This form is for use in a research study that may involve participants who may or may not have the capacity to consent to take part in the study.  When the participant cannot legally consent to take part, pronouns “you” and “your” should be read as referring to the participant rather than the person (legally authorized representative) who is signing this form for the participant. In cases where the participant’s representative gives consent, the participant should be informed about the study to the extent possible given his/her understanding. During the course of the study, if the participant regains the capacity to consent, informed consent will be obtained from the participant and the participant offered the ability to leave the study if desired.

Why have I been Given this form?
You have been invited to participate in this research study because you have an eye disease called neovascular age-related macular degeneration (wet AMD), for which you may or may not be receiving anti-VEGF injections.

This Informed Consent Form includes general information about the research study. It explains the procedures, treatments, and risks involved. Knowing what is involved will help you decide if you want to take part in the research.

Please read this Informed Consent Form carefully. Ask questions about anything that you don’t understand or want to know more about. Before deciding whether or not to take part, you might want to talk about it with a relative, friend, your primary care doctor, or general practitioner.

Adverum Biotechnologies, Inc., the Sponsor of this study, is based in the United States (US).

Why is this study being done?
The purpose of this study is to determine if a new experimental treatment called ixoberogene soroparvovec (Ixo-vec) is as safe and effective as the currently approved standard treatment, Eylea®, in treating your wet AMD. 

[bookmark: _Hlk183521768]Ixo-vec is an investigational gene therapy product that has not yet been approved for commercialization by the US Food and Drug Administration (FDA) or any other global regulatory agency. Approximately 284 participants, 50 years of age or older in the US are expected to take part in the study. To date, approximately 115 people have received Ixo-vec in prior clinical studies.

Gene therapy is a way to provide continuous treatment for your wet AMD with a single injection. The study drug uses a modified virus or "vector", called an Adeno-Associated Virus (AAV), to deliver a copy of a therapeutic gene to cells in your eye. This therapeutic gene helps the cells in your eye produce a protein called aflibercept. Aflibercept is an approved anti-VEGF therapy (known as Eylea®) shown to control wet AMD and to protect vision when injected into the eye every 4 to 8 weeks. Because the study drug, Ixo-vec, helps cells in the eye produce their own aflibercept, the need for Eylea® injections may be reduced. 

AAV has been previously used in humans for gene therapy. It has been designed by researchers so that it cannot make copies of itself and cannot cause an infection. It is not known to cause disease but is good at getting genes into certain cells. For additional information on gene therapy, go to the web site maintained by the National Institutes of Health:  https://medlineplus.gov/genesandgenetherapy.html. 

Do I have to take part?
No, participation in this research study is voluntary. If you decide not to take part, you will not be penalized or lose any benefit that you are otherwise entitled to. You can stop taking part in the study at any time and without giving a reason, but you are strongly advised to talk to your study doctor or study staff first. They can advise you about any concerns you may have and will answer your questions. If you want to stop taking part in the study at any time, contact the study doctor or study staff at the phone number(s) listed at the beginning of this document.

You may be asked to stop the study for reasons other than your own decision to stop, for example if the Sponsor decides to stop the study (which can be for safety reasons, or if the drug being studied is not working as well as expected).

If you choose not to take part in the research study, your other options for treatment may include anti-VEGF injections, photodynamic therapy, laser therapy, or prescribed medicines. You should discuss your treatment options with your doctor to determine the best choice for you.

If you decide to take part in the research study, you will be asked to sign the consent section at the end of this Informed Consent Form. By signing it, you are telling us that you:
· Understand what you have read.
· Consent to take part in the research study.
· Consent to have the procedures and treatments that are described.
· Consent to the use and storage of your personal and health information as described.

You will be given a copy of this Informed Consent Form to keep.

What will happen to me if I take part?
If you agree to take part in this study, you return to the study doctor’s office three times over an 8-week period to undergo a number of tests to ensure you are suitable for the study. At each of these visits, you will receive an intravitreal (IVT) injection of aflibercept into your study eye so the study doctor can assess if your wet AMD disease is responsive to treatment with aflibercept. An intravitreal (IVT) injection is a procedure to place medication directly into the space in the back of the eye called the vitreous cavity, which is filled with a jelly-like fluid called the vitreous humor gel.

At the third visit, you will start a 27-week preventative steroid (a drug that is used to reduce inflammation or swelling and suppress the immune system) regimen using difluprednate eye drops. This regimen is important to prevent or lessen any inflammation resulting from the body’s immune response to the study drug particles which may be injected into your study eye at the Week 1 visit.

If the study doctor determines you are suitable for the study, you will return to the clinic one week later to be randomly assigned (like the toss of a coin) to one of two study treatment groups:
· the “active” group (Arm 1) that receives the study drug, Ixo-vec, followed by “sham” IVT injections (a procedure which closely mimics a real IVT injection, but does not penetrate the eye) every 8 weeks thereafter
· the “control” group (Arm 2) that receives a sham IVT injection followed by aflibercept injections every 8 weeks thereafter



This way of putting people into different groups at random is called ‘randomization’. The randomization is done by a computer program and no one can decide which group you are put into. Approximately 142 participants will be assigned to each group, and you will have an equal chance of being put into either group. No one will know which group you are assigned to except the research study staff who prepare and administer the study treatment and they are not allowed to tell anyone. Keeping your group assignment secret is called “masking”. The process of randomization and masking is very important because it allows researchers to tell whether a new treatment is safe and effective. Those who are randomized to the control group are just as important as those who receive the study drug.

The study treatments will only be administered in one eye, the "study eye". This will be your eye with wet AMD, or if both eyes have wet AMD, the eye with the worse vision, or if both eyes have wet AMD and similar vision, your right eye.

The full schedule of study visits, including the tests and procedures required at each, are shown in Table 1: Schedule of Visits and Procedures below.
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[bookmark: _Ref183180029]Table 1: Schedule of Visits and Procedures
	Timing of Study Visits
	SV1
	SV2
	D1
	W1
	W4
	W8
	W12
	W16
	W20
	W24
	W28
	W32
	W36
	W40
	W44
	W48
	W52
	W56

	General Health Procedures

	Demographics and Medical History Review 
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	General physical examination
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	X

	[bookmark: _TNC14E8EBFCC11D44258476C937A9477B15]Vital signs, Adverse Events and Concomitant Medications Review
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	NEI VFQ-25
	
	
	X
	
	
	
	
	
	
	
	X
	
	
	
	
	
	
	X

	Biological Samples

	Urine and Blood Samples
	X
	
	
	
	
	
	
	
	
	
	X
	
	
	
	
	
	
	X

	Pregnancy test
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Eye Examinations (Both Eyes)

	BCVA, Ophthalmic examination, and IOP
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Endothelial Cell Count
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	X

	Imaging (Both Eyes)

	SD-OCT
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Fundus autofluorescence and iris photographs
	X
	
	
	
	
	
	
	
	
	
	X
	
	
	
	
	
	
	X

	OCT of the Optic Nerve, Color Fundus Photography, and Fluorescein angiography 
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	X

	Treatment Administration (Study Eye Only)

	Aflibercept Treatment During Screening
	X
	X
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Difluprednate Eye drops
	
	
	X
	X
	X
	X
	X
	X
	X
	X
	
	
	
	
	
	
	
	

	Arm 1: Ixo-vec Treatment
Arm 2: Sham IVT Injection
	
	
	
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Arm 1: Sham IVT injection or Supplemental Aflibercept Treatment
Arm 2: Aflibercept Treatment
	
	
	
	
	
	X
	
	X
	
	X
	
	X
	
	X
	
	X
	
	X

	Supplemental aflibercept Treatment
	
	
	
	
	X
	
	X
	
	X
	
	X
	
	X
	
	X
	
	X
	


BCVA: best-corrected visual acuity; D: day; HIV: human immunodeficiency virus; IOP: intraocular pressure; IVT: intravitreal; Ixo‑vec: ixoberogene soroparvovec; NEI-VFQ-25: 25‑Item National Eye Institute Visual Function Questionnaire; OCT: optical coherence tomography; SD-OCT: spectral domain optical coherence tomography; SV: screening visit; W: Week; VEGF: vascular endothelial growth factor

How long will you be in the study?
If you agree to participate in the study and meet all the requirements, your participation is expected to last for about 5 years. You will need to go to the study site approximately every 4 weeks for the first 2 years of the study, then every 12 weeks thereafter.

If you are randomly assigned to the control group (Arm 2) at Week 1, you may have a two in three chance of receiving the treatment that participants in the active group (Arm 1) receive after you complete your Week 56 visit. If this occurs, you will need to continue your participation in this study for an additional year at a minimum.

What procedures are involved?
The following is a description of the procedures that will be performed during your study visits. Procedures may be performed on the study eye only (your study doctor will tell you which eye will be your study eye) or both eyes.

General Health Procedures
· [bookmark: _Hlk507673835]Demographics and Medical History Review: Some of your personal information will be collected including your sex, age, race, and ethnicity.
Your complete medical history will be reviewed at your first study visit. You will be asked about your medical history including your medical and eye-related conditions or medical procedures, and any medicines you are currently taking or took previously.
· General Physical Examination: You will have complete physical examinations which will include your general appearance, height (at the first visit only) and weight, and examination of the skin, head, eyes, ears, nose, throat, lungs, heart, abdomen, extremities, musculoskeletal system, and nervous system.
· Vital Signs: Your vital signs (blood pressure, pulse rate, breathing rate, and temperature) will be measured at every visit.
· Adverse Events and Concomitant Medications Review: At each visit, you will be asked for information about your well-being and to report any changes in your health, including any illness, injury, signs, and symptoms of disease throughout the study.
You will also be asked about any medications and dietary supplements taken or currently being taking (including prescriptions, over-the-counter medications, vitamins, dietary supplements, and herbal products). In addition, you will be asked if you have undergone or plan to undergo any medical procedures.

Biological Samples
· Urine Samples: You will give urine samples for routine safety and laboratory tests. If you are a woman able to have children, you may also be asked to give a urine sample to confirm you have not become pregnant since your initial study visit.
· Blood Samples: Blood samples will be collected by inserting a needle into one of your veins. The total volume of blood to be drawn for all testing is approximately 182 milliliters (mL) (about 12 tablespoons). Sometimes a blood test may need to be repeated. As a comparison, a standard blood donation is about 500 mL (about 34 tablespoons). Your blood samples will be used for the following:
· If you are a woman able to have children, you will give a blood sample at your first visit to confirm you are not pregnant.  Your study doctor will determine if you are able to have children based on when you had your last menstrual cycle and whether you have had a surgery to make you unable to have children (such as a hysterectomy). A woman with a confirmed positive pregnancy test is not eligible to participate in the study and will not undergo further assessments. At each visit after that, either a urine or blood sample will be taken to confirm you have not become pregnant since your initial study visit.
· HIV, hepatitis B, and hepatitis C testing will be conducted at your first visit to confirm you do not have HIV, chronic or active hepatitis B or C infection which would prevent you from participating in the study. If your HIV or Hepatitis testing shows positive results, your study doctor will follow your state laws for reporting to the public health department.
· Routine laboratory tests to check the health of your blood, liver, and kidneys.
· To measure antibodies (a substance produced by your body’s immune system that recognizes and helps fight and destroy infections and other foreign substances in the body). This will test to see if your body is producing antibodies to Ixo-vec and will give your study doctor a better understanding of how the study drug might work.

Any blood samples leftover at the end of your study participation may be stored for future studies that may help better understand the effect of Ixo-vec on wet AMD. Samples may be securely and confidentially stored by the Sponsor or designee, for up to 10 years. After 10 years, your samples will be destroyed. The choice to provide these samples will be optional and you will be asked to confirm whether you agree to testing at the end of this form. You may withdraw your permission for future research on your samples at any time.

Study Treatments
· Aflibercept Treatment During Screening: You will receive an intravitreal (IVT) injection of aflibercept (Eylea®), an approved treatment for wet AMD, into your study eye at Screening Visit 1, Screening Visit 2, and Day 1 so the study doctor can assess if your wet AMD disease is responsive to treatment with aflibercept. IVT injections are used to deliver drugs to the retina and other structures in the back of the eye. During the procedure, which is performed in your study doctor’s office, your eye will be numbed with eye drops and cleaned with an antiseptic solution. Your study doctor may use a tool called an eyelid speculum to keep your eyelids open during the procedure. You will then be asked to look in a particular direction depending on the location of the injection while the study treatment is injected into your eye with a very small needle. You may feel pressure, with little or no pain during the injection. This process takes about 10 to 15 minutes.
· Difluprednate Eye Drops (Day 1): No matter which study treatment group you are assigned to, you will start a preventative steroid regimen of difluprednate eye drops 7 days prior to the Week 1 visit where either the study drug or a sham procedure will be conducted. You will need to use difluprednate eye drops for 27 weeks (4 times daily for the first 6 weeks, then 3 times daily for 5 weeks, tapering over the following 16 weeks towards 1 drop daily.) Your study doctor will provide you this medication to take home with instructions on how to use it. Additionally, you may be asked by your Study Doctor to complete a diary which keeps track of the eye drops you take at home. If inflammation occurs, your doctor may instruct you to take more eye drops each day or for a longer period of time.


· Study Drug (Ixo-vec) / Sham Injection (Week 1): If you are assigned to Arm 1, you will be administered a single dose of Ixo-vec through an IVT injection at your Week 1 visit.
If you are assigned to Arm 2, you will receive a sham IVT injection at Week 1. A sham IVT injection is a procedure that mimics a real IVT injection but does not penetrate the eye. Instead, the blunt end of an empty syringe (without a needle) will be pressed against your study eye. This is used to mask you to which treatment arm you are in, which helps your study doctor accurately collect information about how Ixo-vec works. Even if you are receiving a sham IVT injection, you will undergo the same preparation and follow-up procedures conducted for the study drug injection so you cannot tell which procedure was done.

You will be discharged from your Study Doctor’s office approximately 1 hour after the completion of the study treatment procedure.
· Aflibercept / Sham Injection (Week 8, 16, 24, 32, 40, 48, and 56): If you are assigned to Arm 2, you will continue receiving aflibercept injections every 8 weeks at your Week 8, 16, 24, 32, 40, 48, and 56 visits.
If you are assigned to Arm 1, you will receive a sham IVT injection at your Week 8, 16, 24, 32, 40, 48, and 56 visits.
· Supplemental Aflibercept Treatment: Starting at Week 4, you may receive additional injections of aflibercept (called ‘supplemental’ injections) in your study eye at any scheduled visit if the results of your visual acuity and imaging tests meet study-specific criteria. The study doctor will discuss the need for an Eylea® injection with you as appropriate.

Eye Examinations
Multiple assessments of your eyes will be conducted to understand how the treatments you receive are working and affecting you. These include:
· Best-correct visual acuity (BCVA): You will be fitted with lenses and asked to read different sized letters on an eye chart to test your vision in both eyes at each visit.
· Ophthalmic Examination: A full eye examination will be conducted in both eyes at each visit to assess the overall health of your eye structures. A specialized microscope called a slit lamp will be used to examine the front part of your eye with a focused beam of light, then a special lens (called an indirect ophthalmoscopy lens) will be used to view the back of your eye. Your eyes may be dilated for this exam.
· Intraocular pressure (IOP): Your IOP is the amount of pressure or force inside your eyes. Your IOP will be measured in both eyes at each visit using an instrument that briefly touches the surface of your eye to measure the pressure inside your eye.
· Endothelial Cell Count: An endothelial cell count is a test that measures the number of cells in the innermost layer of the cornea (called the endothelium), which is important for maintaining clear vision. This test is done using a specialized microscope to take images of the corneal endothelium and count the cells within a specific area.

Imaging
· Spectral-domain optical coherence tomography (SD-OCT): SD-OCT uses rapid imaging to measure the light reflected from the surface of moving red blood cells, allowing your study doctor to see the structures in your eye.
· Optical coherence tomography (OCT) Evaluation of the Optic Nerve: This is a non-invasive, no-contact imaging technique used to assess the health of your optic nerve.
· Color fundus photography: Color fundus photography takes an image of the back of your eye, known as the fundus. This assessment visualizes your retinal, optic disc, and macula.
· Fluorescein angiography: Fluorescein angiography is an imaging test to view the blood vessels in your retina, the layer of eye tissue that sends visual information to your brain. This test is used to monitor how your wet AMD is affecting your retina.
· Fundus autofluorescence: Fundus autofluorescence is a non-invasive imaging technique that detects fluorophores, naturally occurring molecules that absorb and emit light of different kinds.
· Iris Photographs: You may have pictures taken of your iris if your Study Doctor has the necessary instruments to do so.

25-Item National Eye Institute Visual Function Questionnaire (NEI-VFQ-25)
You will be asked to complete the 25-Item National Eye Institute Visual Function Questionnaire (NEI-VFQ-25), a standardized questionnaire that asks about how your vision affects your daily activities, including reading, driving, and interacting with others. Your answers will be used to understand how the study treatment affects your ability to perform everyday activities related to your vision.

What are your responsibilities?
[bookmark: _Hlk507685815]As a participant in this study, you must abide by the following:
· Follow the instructions given by the study doctor and site staff and keep all scheduled appointments.
· Tell your study doctor about any medical problems you may have (including symptoms or discomfort) experience during the study, regardless of what you think might be causing it.
· Inform your doctor about any treatments or medications (including herbal, supplement, and OTC medications) that you are taking.
· Talk to the study doctor or study staff before you take any medications, even if another doctor prescribed the medications. You may be asked to stop some of the medications you are taking, and some medications may not be available to you while participating in this study. The study doctor will discuss this with you. If there is an emergency, tell your study doctor or study staff immediately.
· Because the effects of the study drug on an unborn child or infant are not known, you (or your female partner) must not get pregnant or breastfeed a child during the study. Any person taking part in the study who can get pregnant (including female partners of male participants) will need to use an acceptable form of birth control while in this study. Check with the Study Doctor about what kind of birth control methods to use and how long to use them for.
· If you or your partner becomes pregnant, you must tell the Study Doctor immediately. Your partner may be asked to sign a separate consent to provide information about you and your baby
· Do not participate in any other research studies which administer drugs which are investigational while you are on this study.

If you do not follow the items listed above, you may be removed from the study without your consent.

What are the potential risks and discomforts?
As with all research studies, the study drug and study procedures may involve unknown risks. Any medication can have temporary and permanent side effects and can cause unforeseen adverse reactions, although not everyone gets them.

Risks Associated with Ixo-Vec Treatment
As with any drug, there is always a chance you may have an allergic reaction to the study drug. Your study doctor will carefully monitor you for any signs of an allergic reaction and provide care as needed.

It is possible that your body could develop an immune response that may keep you from participating in future gene therapy studies which use the same or a similar adeno-associated virus as part of the product.

In a study of Ixo-vec in wet AMD patients, the study drug was generally well tolerated. Mild to moderate eye inflammation was common, which improved following treatment using steroid eye drops. If inflammation in your eye occurs, it may need to be treated with additional steroid eye drops over time. In addition, you may experience changes to the color or structure of your iris (the colored part of the eye).

In a study of patients with Diabetic Macular Edema (DME), treated with Ixo-vec, some patients experienced low eye pressure, inflammation of the iris and adjacent eye tissues, abnormal accumulation of fluid in a space in the back of the eye, presence of tiny, pigmented cells that can float around in the front or back of the eye, and decreased vision. Another potential risk that has occurred in one DME patient treated with Ixo-vec is an increase in eye pressure due to long term use of steroids or pigment debris causing blockage of eye drainage. Although this study has been designed to reduce the occurrence of these risks (by reducing the dose of vector and increasing the dose of preventative steroids), it is possible that any of these above events still may occur.

If you have pain, light sensitivity, any change or decrease in vision, or redness in your eye during this study, you must notify your study doctor immediately. Even if you do not have any symptoms, it is very important to keep your regular scheduled study appointments so your study doctor can frequently examine your eye for any changes.

If you are told by your study doctor that your eye is inflamed or has low eye pressure, your study doctor may ask you to come in for more frequent visits, possibly every 1‑2 weeks for monitoring and treatment until the inflammation has cleared and your eye pressure has returned to safe levels.

Aflibercept that is produced after treatment with the study drug, Ixo-vec, is similar to Eylea®, another drug commonly used to treat wet AMD, and it is possible you may experience similar side effects as described in the next section.



Aflibercept production within an eye has been seen for up to 30 months after the administration of Ixo-vec in animal studies. Participants previously treated with the study drug, Ixo-vec, continue to be followed and some of these participants have reached 4 years of follow-up since receiving the study drug. Because the effect of the study drug may be long-lasting, there are potential risks for side effects that appear only after a long period of time that are currently unknown.

Common Side Effects Reported in Previous Clinical Studies of Ixo-vec (i.e. occurred in greater than 10% of participants who received ixo-vec):
· Anterior chamber cell (presence of cells in the front part of the eye due to inflammation)
· Anterior Chamber Pigmentation (a buildup of pigment particles within the clear fluid-filled space at the front of the eye)
· Iridocyclitis (inflammation of the iris and middle layer of the eye wall)
· Iris adhesions (other structures in the eye stick to the iris)
· Iris transillumination defect (small defects in the appearance of the iris when light is shined in the eyes)
· Iritis (swelling and irritation around the pupil of the eye).
· Keratic precipitates (cell deposits in the cornea, front layer of the eye, due to inflammation)
· Vitreal cells (presence of cells in the back of the eye)

Less Common Side Effects Reported in Previous Clinical Studies of Ixo-vec (i.e. occurred in greater than 5% and less than 10% of participants who received ixo-vec): 
· Anterior chamber flare (presence of proteins in the front part of the eye due to inflammation)
· Anterior Chamber inflammation
· Corneal Pigmentation (change in the color of the clear front part of the eye)
· Hypotony* (extremely low pressure within the eye that can cause pain, hemorrhage and decreased vision, or vision loss).
· Iris atrophy (degeneration of the iris, or when the iris appears to be out of place)
· Iris hyperpigmentation (discoloration of the iris such as small freckles)
· Lenticular pigmentation (pigment over the lens capsule)
· Mydriasis (dilation of the pupil of the eye)
· Pigment dispersion syndrome (pigment from the iris floats around to other parts of the eye)
· Uveitis (inflammation of the pigmented layer of the eye between the inner retina and fibrous layer of the eye).
· Visual impairment (Decreased vision and / or visual loss)
· Vitreous floaters (little spots or specks in vision that drift across the eye).
· Vitreous haze (presence of cells and proteins in the back of the eye due to inflammation)
· Vitritis (inflammation within the eye between the lens and the retina)
· Corneal striae (fine lines noted on the front layer of the eye)



Possible Risks Associated with Aflibercept Treatment
Reported unwanted side effects of Eylea® (aflibercept), which is given using an intravitreal injection, are inflammation, blurred vision, cataract, conjunctival bleeding, corneal swelling, eyelid swelling, eye discharge, eye irritation, eye pain, increased eye pressure, eye discomfort, allergic reactions, detachment of the vitreous, detachment of the retina (light sensitive layer at the back of the eye), retinal tear, serious infection (endophthalmitis), and vitreous floaters (small specks or clouds moving in your field of vision).

These may happen in up to 25% of wet AMD participants. Most of these side effects are usually short-lived, minor, and well tolerated.

Although an association has not been observed with Ixo-vec, other forms of Aflibercept have also been associated with a potential risk of cardiovascular side effects such as heart attack, stroke and death of unknown cause in 1.8% of wet AMD participants.

Possible Risks Associated with Difluprednate Eye Drops
Side effects of difluprednate eye drop use may include increased eye pressure, cataract formation, blurred vision, eye irritation, eye pain, headache, red eye, eye inflammation, dry eye, infection, delayed healing, and light sensitivity.

Possible Risks Associated with Study Procedures
· Antibiotic eye drops or ointment: During this study, you may also be treated with antibiotic eye drops or ointment to prevent potential bacterial infection. The risks of topical antibiotics are the
· same as for oral antibiotics. They include mild to moderately severe local allergic reactions, such as eye redness and itching, and rarely whole-body drug reactions that can produce blistering of the skin and the lining of the nose, mouth, throat, stomach, and intestines, and/or difficulty with breathing that can, if extreme, cause permanent disability or death. Participants should inform their physician of any history of drug allergies prior to taking medications, including eye drops or ointment.
· Blood collection: The blood tests you will have during the study involve inserting a needle into a vein, which may cause discomfort and may occasionally cause some bleeding or bruising at the site or temporary dizziness during the procedure and, rarely, fainting or infections.
· Eye dilation: Your eyes may be dilated for some of the procedures which look at the back of your eye. When dilating eye drops are used, they may sting briefly when placed in the eyes and you may also have an unusual taste in your mouth. Your vision may become blurry so you will need to either have a family member, friend, or caregiver who can drive you to and from the hospital or there may be the possibility for the site to arrange travel on your behalf. You should also bring sunglasses with you to avoid discomfort from bright light until your pupils return to normal size (approximately 2-4 hours).
· Fluorescein angiogram (FA): Prior to taking pictures of your eye for a fluorescein angiogram, you will receive an injection in your arm of a dye called fluorescein. There may be minor discomfort from the needle in your arm, a small risk of bleeding, bruising, and/or infection at the puncture site. The most common side effects of these dyes may include itching, rash, nausea and vomiting. Occasional allergic reactions and fainting may occur. The dye may stain your skin around the injection site and urine yellow, which will last for approximately 1 day. Your urine may appear bright yellow or orange as the fluorescein passes from your system.

Rarely, severe allergic reactions can also happen during this test. Serious allergic reactions such as severe swelling and difficulty breathing can happen in 1 out of 10,000 people. About 1 out of 222,000 people can have a heart attack, stroke (blood clots in the brain), or even die from the fluorescein dye administration.

To minimize these risks, this procedure will only be performed by qualified staff with specific training in a unit which is equipped to manage potential side effects should they occur.
· Intravitreal Injection: Possible complications of intravitreal injection to the eye include, but are not limited to, eye-related side effects such as retinal detachment, a serious infection (endophthalmitis), swelling within the eye (inflammation), cataract formation (clouding of the lens of the eye), glaucoma (increased pressure in the eye), hypotony (reduced pressure in the eye), damage to the retina or cornea (structures of the eye), and bleeding. You may receive eye drops or other medicine with instructions on when to use them to reduce the possibility of this occurring. Any of these rare complications may lead to severe, permanent loss of vision. The most common side effects to your eye are increased subconjunctival hemorrhage (bleeding in the whites of your eye) eye pain, cataract, vitreous detachment (separation of the gel in the back of your eye from the retina), small specks in vision (floaters), increased eye pressure, and the feeling that something is in your eye.

Participants receiving an intravitreal injection to the eye may experience side effects related to the pre-injection preparation procedure (injury resulting from the instrument to hold the eyelid, anesthetic drops, dilating drops, antibiotic drops, povidone-iodine drops and the injection of the anesthetic to the surface of the eye). These side effects may include eye pain, subconjunctival hemorrhage (bloodshot eye), vitreous (gel part of the back of your eye) floaters, irregularity or swelling of the cornea (the clear part of the front of your eye), inflammation of the eye, and changes in your vision.
· Measurement of your eye pressure: A test will be used to measure your eye pressure. After receiving a numbing eye drop, the Study Doctor will use an instrument that briefly touches the surface of your eye, to measure the pressure inside your eye. This may cause a scratch on the clear part of the front of your eye. This usually heals on its own but may need treatment. The Study Doctor will discuss this with you if this happens.
· Ophthalmic exam: The Study Doctor will use a low power microscope and high intensity light during this procedure. You may experience glare for a short while after this test due to the bright lights used. The Study Doctor may also give you a drop that makes your pupils (the black part of your eyes) larger so they can examine the back of both your eyes with a special lens.

Reproductive Risks
Because the effects of the study drug on an unborn child or infant are not known, you (or your female partner) must not get pregnant or breastfeed a child during the study. Any person taking part in the study who can get pregnant (including female partners of male participants) will need to use an acceptable form of birth control during this study. Check with the study doctor about what kind of birth control methods to use and how long to use them for.



You cannot be in this study if you are planning a pregnancy soon. The risk of transmission of the gene therapy vector to a sexual partner or an embryo or fetus is unknown. It is possible that harmful side effects could occur to both the mother and unborn or breastfeeding children. You should use adequate protection to avoid a pregnancy and not become pregnant or father a child during your participation in the study. You may not take part in this study if you are pregnant or a nursing mother.

For female participants: If you become pregnant during your participation in the study, you must immediately inform the study doctor so they can help decide appropriate action. Information about your pregnancy may be collected. You may be requested to sign a separate Pregnancy informed consent form prior to collection of data about the outcome of the pregnancy for scientific or safety reasons. Monitoring of your pregnancy will continue until the outcome is known.

For male participants: If your partner becomes pregnant, she may be requested to sign a separate Pregnancy informed consent form for the collection of data about the pregnancy and the outcome of the pregnancy if required by regulators. The study doctor will talk to you about the birth control options you and/or your partner must use during the study.

Unexpected findings
Imaging or non-imaging test procedures may show abnormalities that are not the focus of this study. Information on any abnormalities discovered during your scans will be communicated to you and to your health-care providers in a timely fashion. There is a risk that this may lead to additional diagnostic testing or treatments, which can be associated with various complications.

Other risks, discomforts, and inconveniences
As this is an investigational medicinal product there may be side effects that the researchers do not expect which may be serious. Tell your doctor or the study staff immediately about any new or unusual symptoms that you are having. If you have any questions or concerns regarding any of these risks, please consult with your study doctor.

For more information about risks and side effects, ask the study doctor or study staff.

What are the potential benefits of being in the study?
There is no guarantee that you will benefit from taking part in this study. It is possible the study drug may decrease the need for regular aflibercept injections. There may also be an improvement in your visual acuity or a slowing of progression of your visual loss from wet AMD. It is possible that the results may not help you individually but the information we get from this study will help us improve treatment for participants with the same disease as yours in the future.

The Sponsor may use the information collected from your biological samples for commercial profit. You will not get to share in the profit.



Will I Incur Any Expenses Or Receive Any Payments?
There are no costs to you for being in this study. You will not have to pay to participate in the study and undergo the tests and procedures described. While you are in the study, you may still require routine patient care. You (and/or your health insurance) will still have to pay for the costs of your routine patient care that are not a part of this study. If you require an injection of the Food and Drug Administration (FDA) approved medication Eylea®, Eylea HD®, or Vabysmo in your other (non-study) eye for treatment of wet AMD while taking part of this study, this will be provided at no cost to you. You may talk to the study staff and your insurance company about what is covered.

[bookmark: _Hlk152932452]The Sponsor is working with one or more third-party travel support partners (“Travel Support Company”), who may provide transportation (car or sedan service, etc.) for you to travel to and from the office of the Study Doctor. This service will be paid directly by the Sponsor, in accordance with the Sponsor travel policy and guidelines, and if you agree. The study staff will arrange the service for your visits.

In order for the Travel Support Company to provide services, your personal information, including name, address, and telephone number(s) will be provided to representatives of the Travel Support Company.

Participant Travel Reimbursement: 
Reimbursement will be made for travel expenses up to $200 incurred by you for actual expenses if not using Sponsor provided transportation. For travel over 100 miles, you will be compensated based on current IRS rate. In addition, the patient may be compensated for up to $300 to cover parking, tolls, and other travel-related expenses upon prior Sponsor approval.

Caregiver Travel Reimbursement:  
Reimbursement will be made for travel expenses up to $50 incurred by your caregiver for actual expenses if not using Sponsor provided transportation. Reimbursement will be made for refreshment/meal expenses up to $25 incurred by your caregiver for actual expenses incurred per visit.

The study site may reimburse you directly if the Travel Support Company cannot be utilized. You will be reimbursed for any reasonable travel expenses as a result of taking part in this study. You will be reimbursed approximately after each completed visit after you submit your travel receipts to the study staff. The study staff will discuss this with you.

Steroid Compliance Reimbursement:
The Sponsor may work with a third-party vendor to provide incentive payments if you meet a pre-defined level of compliance with the assigned preventative steroid regimen. This service will be paid directly by the Sponsor, in accordance with the Sponsor guidelines. You may receive a physical card that your funds are loaded onto. In order to assign a physical card to you, your personal information, including name, address, and date of birth will be required. 



Patient Stipend:
You will be paid up to a total of $3080 if you complete this study. You will be paid for the visits you complete according to the following schedule:

$220 for following visits:
Screening Visit 1
Week 1/Day 8
Week 8/Day 57
Week 16/Day 113
Week 24/Day 169
Week 28/Day 197
Week 32/Day 225
Week 40/Day 281
Week 48/Day 337
Week 56/Day 393 / End of Study visit, or Early Termination Visit

$110 for following visits:
Screening Visit 2
Week 0/Day 1
Week 4/Day 29
Week 12/Day 85
Week 20/Day 141
Week 36/Day 253
Week 44/Day 309
Week 52/Day 365

You will also be paid $110 for every Long-term visit completed.

If you do not complete the study, for any reason, you will be paid for each study visit you complete.

You will be paid after each completed visit.

If you have questions regarding your compensation for participation, about what costs are covered by the Sponsor, or if you receive a bill that you believe is related to your participation in this study, please contact your Study Doctor or the study staff.

What happens if you are injured while participating in the study?
If you experience any unexpected symptoms or injury, and if emergency medical treatment is required, please report it immediately to the Study Doctor. If you require emergency care, be sure to tell the emergency care provider about your participation in this study. Contact the study doctor or study staff as soon as possible. If you feel that you have experienced a research-related injury or reaction to the study product, contact your study doctor. Your study doctor’s 24-hour contact information can be found at the beginning of this form.

The Sponsor will cover the cost of reasonable and necessary medical treatment for a study-related injury and has insurance to cover the study-related injury. Study-related injuries do not include injuries that result from your own fault or intention. Additionally, payment for such things as lost wages, expenses other than medical care, or pain and suffering is not available. You do not give up your legal rights to disagree with these statements or pursue a claim through the legal system by signing this form.

Note: some personal health insurance companies may require that you inform them about participation in a study. We suggest you contact your personal health insurance company if this is the case, to determine whether participation in the study will affect your personal health insurance.

If you are eligible for Medicare, federal law requires the sponsor to inform the Centers for Medicare & Medicaid Services (the agency responsible for the Medicare program) when sponsor pays for a patient injury.   The sponsor will need to know and share some information about you like your name, date of birth, sex, and Medicare Beneficiary Identifier (MBI) (if you have one) with the Centers for Medicare & Medicaid Services This is because the sponsor has to check to see if you receive Medicare and if you do, report the payment it makes to Medicare.

Who can you contact with further questions?
If you have any questions or concerns about your rights as a research participant or wish to obtain information, ask questions, or discuss any concerns or problems about this study with someone other than the researcher(s), you may contact the Institutional Review Board (IRB at 855-818-2289 or clientcare@wcgclinical.com.

What will happen at the end of your study participation?
If you are randomly assigned to Arm 1, you will only be given the study drug in your study eye one time during the study at Week 1. You will not receive the study drug to your study eye at any other time during the study or after the study has ended.

At the end of the study, your study doctor will discuss what treatment options are available to continue managing your wet AMD.

What happens if new information becomes available during the study?
You or your legally authorized representative will be told of any new information about the study that may impact your willingness to stay in the study. If new information is provided to you after you have joined the study, it is possible that you may be asked to sign a new consent form that includes new information. You will be informed in a timely manner of new information about the study drug, including the harms and benefits in other individuals and any long-term effects that are observed.



What will happen to the collected information and samples if you stop your participation in this study?
If you decide to withdraw from the study, no additional tests or data collection will be done as part of this study. Any data or biological samples obtained prior to your decision to stop participation in the study will still be analyzed by the Sponsor.

If you withdraw your consent for participating in this study, your samples, personal data, and study data that were collected before you withdrew your consent may still be used as described in this form. You can request for your samples to be destroyed (for this you must notify your Study Doctor). We will try to destroy samples, but if the samples are no longer linked to you or if the samples were sent to a third party, this might not be possible.

You will not gain financially from any products or processes that may result from this research, even if your samples are used. Your signature on this form indicates that you understand and accept this. This will not affect your access to the care, medicine, and treatment you would otherwise be getting.

Your blood samples collected for this study will not be labelled with your name or other directly identifying information. Your sample will have a study-specific participant number instead.

Authorization for use and disclosure of protected health information
Information That Will Be Collected From You For Use In The Study
The health information that will be obtained for use in the study includes:
· Information obtained from you at any time during study participation or other procedures to determine your eligibility for the study; and
· Information that is created or collected from you during your participation in the study, including the results of various tests and procedures.

The above information may include, and identify you by, name, address, telephone number, photograph, Social Security number, health plan number, date of birth, dates relating to various tests and procedures, or other identifying information. To the extent this information identifies you, it is considered “Protected Health Information.”

How Your Information Will Be Used and Disclosed
The study site will take reasonable steps to protect the privacy and security of your Protected Health Information contained in study records, as required under federal, state, and local laws that apply and will use and disclose your Protected Health Information as you authorize by signing this consent form. The following sections describe how information about you will be used and disclosed. By signing this Informed Consent Form, you authorize such use and disclosure. If you do not sign this form, it will not affect your treatment, payment, enrollment, or eligibility for benefits you are otherwise entitled to, but you will not be able to participate in the study.



[bookmark: _Hlk149741932][bookmark: _Hlk150072711]By signing this Informed Consent Form, you authorize the study doctor and study staff to use your Protected Health Information to carry out and report the results of this study. The study doctor and study staff may disclose your Protected Health Information to the Sponsor, and the Sponsor’s affiliates, collaborators, and agents, including underlying and unprocessed data and on a real-time, continuous basis while the study is ongoing. Your name and any other information that directly identifies you generally will not be included in any records or biological samples that the study doctor sends to the Sponsor. Instead, a code will be used to disclose your information to the Sponsor. The Sponsor will use and disclose the study data, including your Protected Health Information, to better understand the disease(s) or condition(s) being studied, to review the quality of this study, and to improve the design of future studies for regulatory submissions and in response to regulatory requests. The Sponsor and/or the study doctor may communicate information to doctors at other institutions participating in this study, people and companies with whom the Sponsor works, the Institutional Review Board overseeing this study, other ethics committees and regulatory agencies such as the U.S. Food and Drug Administration (FDA) and similar regulatory agencies in other countries, for the same purposes mentioned in the previous sentence.

The study doctor can match the code to your records to identify you and will provide your identifying information to the Sponsor for these purposes (for example, if a government agency requires the Sponsor to contact you).

The study doctor will also keep your original medical records from this study. These medical records (which may contain your name and other direct identifiers) and this consent and authorization document may, under certain circumstances, be reviewed and/or copied by the Sponsor, the Institutional Review Board overseeing this study, and regulatory authorities, such as the FDA or similar regulators in other countries.

Once your Protected Health Information is disclosed as described above, it may no longer be protected by United States privacy regulations and may be subject to redisclosure. The laws of your state may provide further protection.

[bookmark: _Hlk183437905]A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.

The results of this study may be presented at scientific meetings, in scientific journals and publications, and in other ways, such as public or private forums. You will not be identified by name, picture, or any other directly identifying information in reports or publications that may result from this research study.



Other Important Information About This Authorization
You have the right to read and obtain a copy of the health information collected from you and about you during the study for as long as that information is maintained by the study site, although your right to review that information may be suspended while the study is ongoing.

For sites in California, Delaware, Indiana, Illinois, and Washington, this permission will expire in 50 years. For all other sites, this authorization does not have an expiration date and permission to use and disclose your Protected Health Information will continue until it is no longer required by the Sponsor or the study doctor.

[bookmark: _Hlk500420145]You may revoke your authorization to use and disclose your Protected Health Information. To do so, send a written request to the address at the beginning of this form. If you revoke your authorization, your participation in the study will end and the study staff will stop collecting information from you and about you. However, the information already collected will remain available to study staff and the study Sponsor and will be processed with the other data collected in this study as necessary to protect the integrity of the study.

The study doctor may attempt to contact you to obtain resolution of any changes to your health status that occurred during the study and are ongoing at the end of the study or at the time of your study withdrawal. To complete the study findings, your long-term health status may be obtained from public sources.

Who can you contact with further questions?
[bookmark: _Hlk518498892]During the study, if you experience any medical problems, suffer a research-related injury, or have questions, concerns, or complaints about the study such as:
· Whom to contact in the case of a research-related injury or illness;
· Payment or compensation for being in the study, if any;
· Your responsibilities as a research participant;
· Eligibility to participate in the study;
· The Study Doctor’s or study site’s decision to exclude you from participation;
· Results of tests and/or procedures;

Please contact the Study Doctor at the telephone number listed at the beginning of this consent document.

If you seek emergency care, or hospitalization is required, alert the treating physician that you are participating in this research study. An institutional review board (IRB) is an independent committee established to help protect the rights of research participants.

If you have any questions about your rights as a research participant, or questions, concerns or complaints contact WCG IRB at 855-818-2289 or clientcare@wcgclinical.com.
[bookmark: _Hlk518662079]


Participant and family consent for autopsy
The National Institutes of Health (NIH) has rules for clinical studies of gene-transfer therapy. One such rule requires that, if a study participant dies while in the study, the study Sponsor must request that the participant’s family or a named responsible person give permission for an autopsy, to be conducted at the Sponsor’s expense. The autopsy will give the Sponsor important scientific and medical information about the safety and efficacy of the gene transfer study product.

You or person(s) with the legal authority (legally authorized representative) to make end-of-life decisions on your behalf will be asked to tell your family to expect this request and about your own preference, i.e., whether you do or do not want an autopsy performed. Please initial beside your preference below.


		Yes, it is my wish that an autopsy be performed.


		No, it is my wish not to have an autopsy be performed.

Statement of Consent
· I have been provided the information in the main consent. I have been given the chance to discuss the study and ask questions, and I am satisfied with the explanations provided.
· I voluntarily consent to participate in this study, including all assessments, to capture all procedures: lifestyle restrictions, contraception requirements, and taking of blood samples and other tissue/biological samples.
· I understand that I am free to withdraw at any time. I understand that if I choose not to participate or to withdraw, my current medical care will not be affected by this decision.
· I voluntarily agree to take part in this study and authorize the use and disclosure of my Protected Health Information as described in this form.
· [bookmark: _Hlk3994197][bookmark: _Hlk518499363]I agree and authorize that my coded personal data may be transferred within and outside the United States to countries where personal data may not have the same level of statutory protection as in the United States.
· [bookmark: _Hlk3994209]I agree and authorize that samples collected from me for the purposes described in this consent form will be processed in coded form within and outside the United States by the Sponsor, its affiliates, representatives and collaborators for scientific and regulatory purposes and that these samples may be stored for up to 10 years after the conclusion of the study.
· Optional Consent for Future Study Samples: I give consent to provide samples for future testing and analysis that may help to better understand the effect of Ixo-vec on wet age-related macular degeneration or other related ocular diseases (select one) 	☐ Yes		☐ No

I understand that I will get and may keep a copy of this signed and dated consent form, as well as a signed and dated copy of the Experimental Subject’s Bill of Rights.



By signing and dating this consent form, I have not given up any of the legal rights that I would have if I were not a participant in a medical research study.

A legally authorized representative signature should be included if the participant is unable to sign for themselves. The relationship between the participant and the legally authorized representative should be stated. An impartial witness signature should be included if the participant is unable to read or write.

Assent Instructions
· All participants unable to consent are required to assent, unless the investigator determines that the capability of the participant is so limited that the participant cannot reasonably be consulted
· If assent is obtained, have the person obtaining assent document assent on the consent form


					
Signature of Participant	Date (mm/dd/yyyy)	Printed Name of Participant


					
Signature of Witness	Date (mm/dd/yyyy)	Printed Name of Witness


					
Signature of Legally	Date (mm/dd/yyyy)	Printed Name of Legally
Authorized Representative	Authorized Representative


	
Representative’s Relationship
to Participant

STATEMENT OF PERSON CONDUCTING INFORMED CONSENT DISCUSSION
I have explained the study to the participant and the participant’s guardian and the participant has orally agreed (if able) and the participant’s guardian has agreed to the participant’s participation in the study.


[bookmark: _Hlk183436879]					
Signature of Study	Date	Printed Name of Person
Doctor (or other	(mm/dd/yyyy)	Obtaining Consent
Person Obtaining
Consent)
[bookmark: _Hlk145947943]

AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES

What information may be used and given to others?
The study doctor will get your personal and medical information.  For example:
· Past and present medical records
· Research records
· Records about phone calls made as part of this research
· Records about your study visits.

Who may use and give out information about you?
The study doctor and the study staff.  They may also share the research information with an agent for the study doctor, if applicable.

Who might get this information?
The sponsor of this research.  “Sponsor” means any persons or companies that are:
· working for or with the sponsor, or
· owned by the sponsor.

Your information may be given to:
· The U.S. Food and Drug Administration (FDA),
· Department of Health and Human Services (DHHS) agencies,
· Governmental agencies in other countries,
· The institution where the research is being done,
· Governmental agencies to whom certain diseases (reportable diseases) must be reported, and
· Institutional Review Board (IRB)

Why will this information be used and/or given to others?
· to do the research,
· to study the results, and
· to make sure that the research was done right.

If the results of this study are made public, information that identifies you will not be used.



What if I decide not to give permission to use and give out my health information?
Then you will not be able to be in this research study.

May I review or copy my information?
Yes, but only after the research is over.

May I withdraw or revoke (cancel) my permission?
This permission will be good until December 31, 2070.

You may withdraw or take away your permission to use and disclose your health information at any time.  You do this by sending written notice to the study doctor.  If you withdraw your permission, you will not be able to stay in this study.

When you withdraw your permission, no new health information identifying you will be gathered after that date.  Information that has already been gathered may still be used and given to others.

Is my health information protected after it has been given to others?
There is a risk that your information will be given to others without your permission.

Authorization:
I have been given the information about the use and disclosure of my health information for this research study.  My questions have been answered.

I authorize the use and disclosure of my health information to the parties listed in the authorization section of this consent for the purposes described above.

AUTHORIZATION SIGNATURE:


				
Signature of Participant/Legally Authorized Representative	Date


		
Relationship to Subject
