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STUDY TITLE
A Six Month Clinical Evaluation of the Toric Multifocal Intraocular Implant (ToricaDiff-aA IOL; HumanOpticsAG, Erlangen, Germany) after Cataract or Lens Replacement Surgery
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Health Research Authority
Dear patient

You are being invited to take part in a Clinical Observational Study. Please take time to read the following consent form carefully and discuss it with friends, relatives and your GP if you wish. Take time to decide whether or not you wish to participate. This form may contain words that you do not understand. Please ask us to explain any words or information you do not clearly understand. 
WHY HAVE I BEEN CHOSEN?

Your ophthalmologist has determined that you have cataract and/or presbyopia in both eyes with regular astigmatism. Your condition might also be associated with myopia (shortsightedness) or hyperopia (farsightedness). You have been chosen because you have need for distance glasses and reading vision correction as well as astigmatism and you want to reduce your dependence on glasses. This means you are a suitable candidate for cataract surgery or refractive lens exchange (RLE) in both eyes by insertion of a toric multifocal lens lens (tMIOL). Our tests have determined the extent of your astigmatism and the power of the lens required to correct your refractive error. If you do not have cataract, your eyes are otherwise healthy. The procedure for cataract surgery or RLE is virtually identical. The difference is that in RLE, the lens being replaced is clear, rather than a cloudy lens due to a cataract.
__________________________________________________________________________

Cataract: The natural lens inside the eye can become cloudy and hard, a condition known as a cataract. Cataracts can develop from normal aging, from an eye injury, or if you have taken medications known as steroids. Cataracts may cause blurred vision, dulled vision, sensitivity to light and glare and/or ghost images. If the cataract interferes too much with your daily life, the cataract may need to be removed. Surgery is the only way to remove a cataract. If you choose not to undergo surgery, your vision loss will continue and get worse.

Presbyopia:  Presbyopia is a condition associated with aging of the eye (typically after age 40) that results in progressively worsening ability to focus clearly on close objects. Symptoms include a hard time reading small print, having to hold reading material farther away, headaches, and eyestrain.
Astigmatism: This eye condition distorts or blurs the ability to see both near and distant objects. With astigmatism the cornea (the clear front window of the eye) is not round and smooth (like a basketball), but instead is curved like a football. People with significant degrees of astigmatism are usually most satisfied with toric IOLs.
__________________________________________________________________________
POTENTIAL BENEFITS OF TORIC MIOLS
If you decide to have an operation, your surgeon will replace your natural lens with an intraocular lens (IOL) usually made of silicone or acrylic material, surgically and permanently placed inside the eye. There are different types of IOLs but toric multifocal intraocular lenses (tMIOLs) are designed to correct both your distance and near vision as well as your astigmatism. Most patients with tMIOLs are usually less dependent on glasses for distance and close vision than patients with standard IOLs (single focus lenses, also called monofocal IOLs). Many tMIOL patients do not use glasses at all, although this cannot be guaranteed and following the procedure but you may still require a small correction to give you optimum vision. 
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ALTERNATIVE TREATMENTS
Non-Surgical:
Surgery is the only way to remove a cataract. Non-surgical alternatives to RLE are to continue to wear glasses or contact lenses. Although there are essentially no risks to wearing glasses, the quality of vision for people with strong farsighted or nearsighted glasses is not normal because of an enlarged image and a slight decrease in peripheral vision caused by the thickness of the lenses.

Although contact lenses provide higher quality and more normal vision, they have a slight risk of complications, especially if they are worn overnight. The risks of contact lenses include infection, which can rarely cause loss of vision if the infection involves the cornea; allergies which can make wearing the lenses difficult; mild irritation; and discomfort. 

Surgical:
(Toric) monofocal IOL: You can choose to have a monofocal (single focus) IOL implanted for distance vision and wear separate reading glasses, or have the IOL implanted for near vision and wear separate glasses for distance. Because standard monofocal IOLs do not treat astigmatism, your surgeon can treat your astigmatism (only possible for low astigmatism) during the surgery with a small incision in the cornea. If you choose a toric monofocal IOL, your astigmatism will be treated with the implantation of the toric IOL.  

Monofocal IOLs (toric or not toric) are good choices if you don’t mind wearing glasses.
Multifocal IOL:  You can choose to have a multifocal (two foci) IOL implanted for distance and near correction. Because MIOLs do not treat astigmatism, your surgeon can perform a small incision in your cornea during surgery to treat your astigmatism (only possible for low astigmatism)
Monovision: Your doctor could implant monofocal IOLs with two different powers, one for near vision, and other for distance vision. This combination of a distance eye and a reading eye is called monovision, and would allow you to read without glasses. For most people, the depth of perception is best when viewing with both eyes optimally corrected and "balanced" for distance. Eye care professionals refer to this as binocular vision. Monovision impairs depth of perception to some extent, because the eyes are not focused together at the same distance. Because monovision can reduce optimal depth of perception, it is best that you try monovision (with glasses or contact lenses) before opting for monovision correction involving two IOLs. Also, it is possible that exact desired amount of correction may not be achieved.
NATURE AND PURPOSE OF THE STUDY
The purpose of this observational study is to evaluate the efficacy and visual performance after bilateral (both eyes) implantation of a Toric Multifocal Intraocular Lens (tMIOL) in patients with pre-existing corneal regular astigmatism and eligible for multifocal implantation.
The tMIOL (ToricaDiff-aA) is manufactured by HumanOptics (Erlangen, Germany) and received CE-mark approval for use in 2014. The IOL is made from a clear flexible material known as ‘hydrophilic HEMA’. This material has been in use for other types of IOLs following cataract/lens removal for many years and has proven to be highly biocompatible within the eye. 

The ToricDiff-aA is the result of the combination of the optical features of two parent models; the MIOL Diffractiva-aA and the monofocal toric IOL Torica-aA. Both parent models have been previously clinically investigated with excellent visual and stability outcomes. The toric MIOL is currently CE marked and the measuring procedures used in this study are non-invasive and routinely performed as standard in our practice.
PREOPERATIVE EXAMINATIONS
A routine comprehensive eye examination will be performed. This examination includes:

· Optical biometry (to calculate the exact IOL power)
· Keratometry (to determine the geometry of your cornea)
· Slit lamp examination (examination of the anterior and posterior eye segment)
· Subjective refraction (best far correction glasses)
· Far visual acuity 

All of these examinations are non-contact and non-invasive. 

SURGICAL PROCEDURE 
The surgery involves inserting the ttMIOL into your eye after removal of your natural lens through a small 2.2 mm incision at the limbus or junction of the coloured and white portion of your eye.  The tMIOL is inserted with a standard IOL inserter using the implantation technique that has been in use for many years. 

Before your surgery the surgeon will mark the axis of your astigmatism using a degree gauge on the cornea whilst you are sitting in an upright position at the slit lamp. The orientation marks will be used to align the marks on the implant at the time of surgery. The surgical procedure will be performed under a topical (eye drop) anaesthetic in the operating theatre. It involves making a small cut on the edge of your cornea. Your natural lens is then removed with a standard surgical technique.  The IOL is then inserted with a standard injector into the capsular bag after the removal of your natural lens. The implant is then rotated to its final position by exactly aligning the marks on the toric MIOL with the alignment axis marks on the cornea. The small incision is not normally sutured but this may be done with a fine stitch if the surgeon feels it is necessary. The IOL becomes part of the eye, is not visible to the naked eye except on close inspection and does not affect the function of the structures within the eye. Following the procedure your vision will seem a bit blurred but you will immediately start to see an improvement in your vision. A protective shield will be placed over your eyes to protect the eye. Your eyes may feel a little sore or be sensitive to light. You will be given eye drops for 6 weeks to help decrease the soreness and inflammation as well as to prevent infection and inflammation as is routine after this surgery.
POSTOPERATIVE EXAMINATIONS
You will need a number of outpatient appointments after surgery to evaluate the outcomes. Each appointment will include a standard eye exam and eye tests of vision to assess the effectiveness of the surgery. A picture of your dilated eye will be also taken at each follow-up to visualize the correct position of the tMIOL in your eye.

The exams may take up to 20 minutes. The approximate schedule for the exams after surgery is:

· One or two days after surgery
· 1 week after surgery
· 1 month after surgery
· 3 months after surgery
· 6 month after surgery

Again, all of these examinations are non-contact and non-invasive. Additionally, your surgeon will ask you about your satisfaction with the outcomes (patient questionnaire 3-month and 6-month after surgery). 

On every follow-up examination your pupils will be dilated with special eye drops (mydratic). This is necessary to guarantee a sufficient view into your eye. Please keep in mind that once your eyes have been dilated, you glare sensitivity will increase and your visual acuity will decrease. Driving is not possible as long as the effect of the eye drops lasts! Your surgeon will give you more information about the effect duration of these eye drops.

After each follow up visit you will be given an appointment for your next visit as outlined above. After your 6 month visit you will be exited from the study and discharged if you are fully recovered. 
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VOLUNTARY PARTICIPATION
Your participation in this observational study is entirely voluntary. It is your choice to participate or not. Whether you choose to participate or not, all the services you receive at this clinic will continue and nothing will change. 
You may change your mind later on and decide to stop participating even if you had agreed earlier. Your surgeon may decide to stop your study participation without your permission at any time during the study. Your participation may also be stopped if you fail to attend the postoperative study visits. By agreeing to participate in this study, you also agree to provide the medical staff with accurate information and to attend all study visits if possible.
An extra insurance for study participants is not necessary because all of the study lenses are CE approved. The legislator requires no additional insurance beside the usual public liability insurance. 
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BENEFITS AND OUTCOMES AFTER TORIC MIOL IMPLANTATION
Through the implantation of IOLs in your eye your vision is going to improve. Your surgeon recommends you to take part in this study because in his opinion you comply with the inclusion criteria and you also benefit from study attendance. In the context of the whole study, your eyes will be examined thoroughly, much more often than on ophthalmologic routine investigations. This especially has the advantages that in the follow-up time, every disorder or worsening of your eyes can be detected and treated immediately.

Since the study IOLs are made of a well-proven material and the measuring procedures used in this study are non-invasive and routinely performed in standard clinical practices, there is no additionally risks than in any other intraocular implant surgery. 
The outcomes with (toric) MIOLs depend on many factors, including your preoperative vision, visual preferences, occupational and lifestyle needs, shape and size of the eye, medical conditions, your personality and age. Not all patients are good candidates for (toric) MIOLs but if you participate in this study it is because your surgeon is convinced that you are suitable. However, it is important to remember that it is impossible to guarantee perfect uncorrected vision for far and near visions. Your final outcome and need for glasses may differ from the desired goal despite all reasonable efforts.
In summary, the risks associated with the study IOLs are not significantly different from those associated with other regular IOLs (see below), which are the standard of care in the management of cataract and refractive lens exchange.
RISKS AND POTENTIAL COMPLICATIONS AFTER IOL SURGERY
Complications are rare and in most cases can be treated effectively. In a small proportion of cases, a further operation may be required. In general these can be divided into two categories:

Non Vision Threatening Complications
Many patients may experience some of the following:

a. Overcorrection or under correction may occur and the surgery may not give you the result you desired. It may be possible or necessary to have additional surgery to fine tune or enhance the initial result. It is possible that your initial result could regress over time. In some, but not all cases, re-treatment, glasses, or contact lenses could be effective in correcting vision.
b. Dry eyes. This is very common after intraocular and refractive surgery and is present to some degree in all cases. This is usually a temporary phenomenon and resolves after a few weeks. Occasionally this can be severe enough to cause discomfort or pain and blurred vision. This may delay recovery of vision by several weeks.
c. Thickening of the posterior capsule may occur after RLE surgery. When this happens the vision becomes blurred. This may happen within the first few months or years later after surgery. The condition is easily treatable with the use of YAG laser as an outpatient procedure in the clinic 
d. Increased sensitivity to light and decreased vision in dim or artificial light. This may be permanent in rare cases as a result of surgery.
e. Fluctuation of vision which, in most cases, will resolve without surgical or medical intervention.
f. Infrequently patients may experience starburst or halo around lights at night. This effect tends to diminish after the first few months (neuroadaptation), but some elements can be permanent. Very occasionally patients have severe enough problems to make them feel insecure driving at night. If the symptoms are caused by an intraocular implant this may need to be removed or replaced.
g. Inflammation. Mild inflammation is common after cataract/refractive surgery. It usually resolves in about a week with treatment. Severe Inflammation is rare but may occur immediately after the surgery or days later. This will require additional frequent drops to control and cure and may delay recovery.
h. Allergy to drops given after the operation causing itchy swollen eye until the drops are stopped or changed
i. Posterior capsule rupture and/or vitreous loss or split in the thin membrane behind a lens implant during lens exchange surgery. This allows communication between the front and back compartments of the eye and may occur with or without loss of some or all the jelly (vitreous) within the eye.
j. Dropped nucleus -  part or all of the natural lens or cataract may fall through the posterior capsule rupture into the back part of the eye and may require another operation to remove it
k. Dislocation of an implant (IOL)

l. Other risks. Other reported complications include: ptosis (droopy eyelid), bruising of eye or eyelids, contact lens intolerance, transient raised intraocular pressure or glaucoma, glare from peripheral Iridectomy requiring additional surgery or suture, corneal decompensation or endothelial cell loss (loss of cell density in the inner layer of cornea resulting in swelling), and haemorrhage. Some complications may require partial (lamellar) or full thickness corneal transplant using donor cornea such as endothelial cell loss, loss of corneal disc, corneal scarring and progressive corneal thinning (ectasia). There are also potential complications due to the anaesthetics or other medications used. 

Vision Threatening Complications

It is possible that there could be loss of some or all useful vision as a result of the following:

a. Infection that cannot be controlled by antibiotics or other means. This is a rare but potentially most serious complication of any eye surgery and can cause blindness or even loss of the eye. The risk is minimised by stringent sterile techniques and use of antibiotics before, during and after surgery.
b. Inflammation in the eye. In very rare cases this can be severe enough to cause haze or scarring and permanent reduction of best corrected vision varying from slight blur to significant haze. Sometimes Cystoid Macular oedema or inflammation at the back of the eye in the macula region of the retina (photographic film) may last several weeks or months and occasionally can be permanent.
c. Irregular healing of the cornea could result in distorted corneal shape and distorted vision or ghosting which may not be correctable by glasses, contact lenses or re treatment.
d. Retinal Detachment or peeling off of the seeing layer of cells within the eye. The risk of this complication is greater in patients who are highly short sighted. 

CONTRAINDICATIONS 
The treatment should not be performed on persons:

a. With autoimmune disease and HIV 
b. Who are immune-compromised or on drugs which suppress the immune system
c. Who are pregnant, nursing or expecting to become pregnant within 6 months of refractive procedure
d. With uncontrolled vascular disease.
e. Children and minors 

If you know that you have any of these conditions, you should inform your surgeon and discuss the issues before considering surgery. 

It is important to remember that if you are highly myopic individual (myopia > 6 dioptres) that you are always at increased risk of having retinal detachment, retinal tears, vitreous floaters and macular degeneration whether you have surgery or not.

There is a very rare but previously reported risk of infection in both eyes from same day bilateral surgery as mentioned in the Royal College of Ophthalmologist Guidelines. We treat each eye as a totally separate surgical procedure to minimise the risks and according to the Royal College of Ophthalmologists guidelines. We usually perform bilateral treatments (both eyes at the same session) unless a patient has strong desire to have each eye treated separately.









Initial……………………….
All surgery has some risks. It is important to understand the risks of surgery in general and the risk of this surgery in order to make an informed decision as to whether or not you wish to undergo the procedure. Most complications during and after surgery are very rare. When they do occur they can usually be corrected. Unexpected serious complications are fortunately even more rare. There may be risks associated with this surgery that are currently unknown. The risks can be minimised by careful patient selection and strict compliance with the protocol of the study.

Your condition may not improve or may worsen while participating in this study.

Women of Childbearing Potential

Women who are pregnant, nursing a child or planning a pregnancy may not participate in this study. If you suspect that you may have become pregnant during the study, you must notify the study doctor immediately.
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RESPONSIBILITIES OF THE PARTICIPANT

You are expected to follow specific procedures associated with this study. These procedures include being examined at the stages outlined above after the surgery. You are also expected to use all medications prescribed by the physicians as directed and to report any problems, side effects, or adverse reactions to your physician.

If you need to take new medications during the study period, please call the investigator prior to starting the medication. 
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COSTS

The cost of the implants, office visits, procedures, and tests associated with the study are covered by your surgicals fees as outlined in your Standard Terms of Business Letter. 
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STUDY-RELATED INJURY

If you experience an adverse reaction as a direct result of the implantation of the device in this study you will not receive any compensation. You will assume all risks related to the surgery and this study. If desired, at any time, due to dissatisfaction or complications, you have the option of having the device removed.
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CONFIDENTIALITY
Any data collected from you during the study will be handled with strict confidentiality. The data will be stored and evaluated in a way that nobody outside can see your personal information. Only physicians who work in the clinic have access to your data. 
The results of this study may be presented at scientific meetings and/or in publications; however, your identity will not be disclosed in these presentations. A report of the results of this study may be published or sent to the appropriate health authorities in any country in which the IOL may ultimately be marketed, but your name will not be disclosed in these documents. Your name may be disclosed to the the governing health authorities, or the Institutional Review Board (IRB) if they inspect your medical records. Appropriate precautions will be taken to maintain confidentiality of medical records and personal information.

You agree that you will not discuss, disclose or use any information or transfer or use any materials that are provided to you by the study physician during this study, except as the study physician may expressly direct you to do. However, if you are in need of medical care, you may disclose such information to your physician or family as may be necessary for the treatment of your medical condition.
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NEW FINDINGS

Sometimes during the course of a project, new information becomes available about the treatment that is being studied. If this happens, your investigator will tell you about it and discuss with you whether you want to continue in the study. If you decide to withdraw your investigator will make arrangements for your care to continue. If you decide to continue in the study you will be asked to sign an updated consent form. 

Also on receiving new information your investigator might consider it in your best interest to withdraw you from the study. He/she will explain the reasons and arrange for your care to continue.
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QUESTIONS

You may freely ask questions about this informed consent form or about the study now or at any time during the study. If you experience an adverse reaction, have questions about the study and/or a study-related injury during the course of this study, please contact:

Mr Deepak K Chitkara at The Viewpoint Vision clinic on 01744 646643.

If you have any questions about your rights as a study subject or complaints about the study, you may call or write to;

Mr D K Chitkara

Viewpoint Vision Services Ltd 

Allen Day unit

St Helens Hospital NHS Trust

Marshalls Cross Road

St Helens, WA9 3DA

Tel: 01744 646643

Do not sign this consent form unless you have had a chance to ask questions and have received satisfactory answers to all of your questions.

VOLUNTARY PARTICIPATION/WITHDRAWL

Your participation in this study is entirely voluntary. You may refuse to participate or may withdraw from this study at any time without loss of any rights or benefits to which you are otherwise entitled. If you withdraw from the study for any reason, your eye doctor may ask you to have a final visit.

By signing the consent form you are not waving any of your legal rights.

The investigator may also stop your participation in the study at any time if they consider it to be in your best interests. If your participation in the study is ended, regardless of the reason, you will not suffer penalties or loss of benefits to which you are otherwise entitled.
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PATIENT STATEMENT
i. In signing this form I confirm that I have read this Informed Consent Form. The cataract/refractive procedure suitable for my eyes has been explained to me in terms that I understand.
ii. I consent voluntarily to participate in this clinical study and I will receive a copy of this consent form for my records
iii. I have been given guidance notes on the proposed procedure and I have read and understood it. 
iv. I have been given the opportunity to discuss the document and ask questions regarding the procedure and any alternative therapies. All my questions have been answered to my full satisfaction.
v. I understand that to obtain my desired visual result further alternative treatment/s may be required as part of a staged procedure. I understand that any additional procedure will only be carried out if it is necessary and in my best interests and can be justified for medical reasons. 
vi. I have been informed of the possible benefits and possible complications associated with the procedure. 
vii. I understand that it is impossible for my doctor to inform me of every conceivable complication that may occur and there may be unforeseen risks. 
viii. I understand that Viewpoint Vision Services Ltd uses only single use blades and instruments for each eye as outlined by the Healthcare Commission and follows recommended manufacturers’ instructions in the use of instruments in order to minimise the risk of same day bilateral surgery.
ix. I understand that no guarantee of a particular outcome was given. 
x. I understand that having cataract/refractive surgery does not necessarily mean total freedom from spectacles, and there is a good chance I will have to wear spectacle correction for perfect focus in the future. It is hoped that cataract/refractive surgery will reduce or possibly eliminate my dependency on glasses or contact lenses.
xi. My decision to undergo this procedure has been my own and has been made without duress or inducement of any kind.
xii. I authorize the release of my medical records to the investigator, the UK MDA, and governmental agencies in other countries).
xiii. By signing this consent form, I am not giving up any of my rights. I also understand that nothing in this consent form is intended to change any applicable federal, state or local laws.
xiv. I also authorise the physicians and other health care professionals involved in my care to share with one another any information relating to my health, my vision, my surgical procedure, or my outcome that they deem relevant as part of ongoing audit and developments in cataract/refractive surgery provided my confidentiality is not compromised.
xv. All Viewpoint patients may have photographs taken of the eye(s) and procedures videotaped during the course of the clinical follow up for clinical and educational use. Viewpoint will ensure that the identity of the patient is not revealed in any of these photographic materials at any time. If the identity has to be revealed then the patient will be asked to sign a separate letter of consent.
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CONSENT STATEMENT

PATIENT’S SURNAME………………………………………………………………………
OTHER NAMES……………………………………………………………………………….
DATE OF BIRTH……………………………SEX (Please tick): MALE    FEMALE  

HOSPITAL/CENTRE………………………………………………………………………….
TYPE OF OPERATION OR TREATMENT 
…………………………………………………………………………………………………..

I consent to have the proposed surgery, specified above, performed on my
Right / Left / Both eye/s
-------------------------------------
         -------------------------------------
           ------------------------
PATIENT SIGNATURE 

PATIENT NAME (Capitals)

         DATE

INVESTIGATOR’S STATEMENT

I, the undersigned, certify that to the best of my knowledge, the subject signing this consent form has had the study fully and carefully explained and the subject has been given an opportunity to ask any questions regarding the nature, risks and benefits of his/her participation in this clinical study.

I certify that I have explained the operation, the nature, purpose, potential benefits and possible risks associated with it and such appropriate options as are available to the patient in terms in which, in my judgement, are suited to the understanding of the patient and/ or guardian of the patient.

------------------------------------
         -------------------------------------------      ---------------------------

INVESTIGATORS SIGNATURE
INVESTIGATORS NAME (Capitals)

DATE
1
2

