
DESCRIPTION

ADATO® SIL-OL 5000 is a sterile, highly purified long chain polydimethylsiloxane 
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. It is a clear colorless liquid at room 

temperature with a viscosity of 5000-5900 mPa·s. It has a specific gravity (25°C) 
between 0.96 and 0.98 g/cm3 and a refractive index (25°C) between 1.403 and 1.405. 
Each syringe contains solely polydimethylsiloxane oil in neat form.

INDICATIONS FOR USE

ADATO® SIL-OL 5000 is indicated for use as a prolonged retinal tamponade in 
selected cases of complicated retinal detachments where other interventions are not 
appropriate for patient management. Complicated retinal detachments or recurrent 
retinal detachments occur most commonly in eyes with proliferative vitreoretinopathy 
(PVR), proliferative diabetic retinopathy (PDR), cytomegalovirus (CMV) retinitis, giant 
tears, and following perforating injuries. ADATO® SIL-OL 5000 is also indicated for 
primary use in detachments due to Acquired Immune Deficiency Syndrome (AIDS) 
related CMV retinitis and other viral infections.

CONTRAINDICATIONS

As silicone oil can chemically interact and opacify silicone elastomers, the use of 
ADATO® SIL-OL 5000 is contraindicated in pseudophakic patients with silicone 
intraocular lenses (IOLs).

WARNINGS

Oil-induced pupillary block and angle closure can occur in aphakic eyes if a six o’clock 
iridectomy is not performed.

In rare instances, silicone oil could migrate out of the eye and form lesions in the 
conjunctiva or eyelid.  The use of CO

2
 laser should be avoided in the presence of such 

silicone oil related skin lesions, due to potential ignition.

PRECAUTIONS

• ADATO® SIL-OL 5000 is supplied in a sterile syringe intended for single use only 
and contains no preservative.

• Do not resterilize.

• Discard unused portions of ADATO® SIL-OL 5000.

• Do not mix oil with any other substances prior to injection.

• Product should be discarded following expiration date.

• 
corneal abnormalities and elevated IOP.

• The use of ADATO® SIL-OL 5000 as a long term tamponade has not been studied 
and must be determined by the treating physician. ADATO® SIL-OL 5000 should be 
removed when, in the judgement of the physician, the retinal attachment would not be 
compromised.

• The scleral incisions should be completely sealed to minimize the potential for post-
operative extravasation of the oil into the sub-conjunctival space and eyelids.

ADVERSE REACTIONS

The data supporting the rates of occurrence of adverse reactions were derived from 
the following studies: (1) a study reported in K. Lucke and H. Laqua, Silicone Oil in the 
Treatment of Complicated Retinal Detachments, Springer-Verlag, New York, 161 pages, 
1990, (299 eyes with ADATO® SIL-OL 5000 Silicone Oil; 236 with complete follow up 
at 6 months or longer); (2) a U.S. based multicenter clinical trial, (155 patients); and, (3) 
independently sponsored investigations of the use of the oil in AIDS related CMV retinitis 
(205 eyes). The percentages reported below represent the range of occurrence for all 
of the studies reporting the same adverse reaction. In cases where only one of the studies 
recorded a particular endpoint, only that percentage, as well as the study from which it 
was derived, is reported. 

Cataract. Approximately 50-70% of phakic patients developed a cataract within 12 
months of oil instillation. Approximately 33% of phakic AIDS CMV retinitis patients 
developed some degree of cataract within an average 4-5 month time frame from oil 
instillation. 

Anterior chamber oil migration. In 17-20% of treated patients oil emulsification and/or 
migration into the anterior chamber was observed. Migration into the anterior chamber 
can occur in both phakic and aphakic patients.

 Keratopathy. From 8-20% of patients developed keratopathy (0.6%, AIDS study). This 
complication occurred most frequently in aphakic patients (18-21%) and in the patients 
in whom oil had migrated into the anterior chamber (30%, Lucke study); the keratopathy 
in these cases was attributed to prolonged physical contact between the corneal 
endothelium and the silicone oil.

Glaucoma. Approximately 19-20% (0.6%, AIDS study) of patients developed a 
persistent elevation in intraocular pressure (> 23-25 mm Hg, depending on study 
definitions). The neovascular glaucoma rate was about 8% (Lucke study). Moderate 
temporary post-operative increases occurred within the first 3 weeks of treatment. 
Thereafter, secondary ocular hypertension occurred by several mechanisms. Glaucoma 
complications occurred in approximately 30% of patients in which anterior chamber oil 
was noted (Lucke study). Patients with proliferative diabetic retinopathy were at highest 
risk for development of glaucoma following silicone oil instillation into the vitreous space.

Other. In addition to the complications above, other less commonly occurring adverse 
events reported in the Lucke study (236 eyes) in greater than 2% of patients, ranked by 
frequency of occurrence included:

Adverse Event

• Redetachment

• Optic nerve atrophy

• Rubeosis iridis

• Temporary IOP increase

• Macular pucker

• Vitreous hemorrhage

• Phthisis

• Traction detachment

• Angle block

The following complications occurred at rates of less than 2%: subretinal strands, retinal 
rupture, endophthalmitis, subretinal silicone oil, choroidal detachment, aniridia, PVR 
reproliferation, cystoid macular edema, and enucleation.

In the Case Report entitled “Carbon Dioxide Laser-Induced Combustion of Extravasated 
Intraocular Silicone Oil in the Eyelid Mimicking Xanthelasma” by Ricardo M. Santaella, 
MD; John D Ng, MD and David J. Wilson, MD, rare instances of silicone oil migration out 
of the eye and formation of lesions in the conjunctiva or eyelid were reported.

DOSAGE AND ADMINISTRATION

ADATO® SIL-OL 5000 can be used in conjunction with or following standard retinal 
surgical procedures including scleral buckle surgery, vitrectomy, membrane peeling and 
retinotomy or relaxing retinectomy. Aseptically remove the sterile syringe of ADATO® 
SIL-OL 5000 from the peel back pouch onto the sterile tray. Aseptically remove the 
inner pouch containing the syringe from the outer pouch and place the syringe onto the 
sterile tray. If the syringe is to be emptied manually or if an injection system consisting of 
two syringes is to be used, the piston placed in the sterile pouch has to be screwed onto 
the stopper. The plastic finger flange which is part of the sterile pack can be clipped on 
the finger flange of the syringe if manual emptying or filling of the syringe to the holder of 
the injection system is desired. Care has to be taken for a firm fixation of the tubing system 
used on the Luer Lok of the syringe. ADATO® SIL-OL 5000 is injected intraocularly in a 
dose to be determined by the ophthalmic surgeon.

The selection of patients, the choice of surgical procedure and the length of the indwelling 
period of the silicone oil in the eye are the sole responsibility of the ophthalmic surgeon. 
The oil can be injected into the vitreous cavity from the syringe via a single use cannulated 
infusion line. A cannula of at least 20G should be used. Subretinal fluid can be drained 
with a flute needle concurrent with ADATO® SIL-OL 5000 infusion. The vitreous 
space can be filled with the oil to between 80% and 100% while exchanging for fluid 
or air, taking necessary precautions to avoid high intraocular pressure from developing 
during the exchange. Upon choice of the physician, it may be desirable to have the patient 
assume a face-down posture during the first 24 hours following surgery.
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The patient should be monitored closely by the physician for development of glaucoma, 
cataract, and keratopathy complications and be scheduled for follow up reexamination at 
regular intervals.

It is recommended that ADATO® SIL-OL 5000 be removed at an appropriate interval 
within 1 year following instillation if the retina is stable, attached, and without significant 

justification for longer term tamponade, whether or not the oil should be removed in 
patients at high risk for redetachment or the development of phthisis and shrinkage due 
to hypotony must be determined individually by the physician. In order to minimize the 
number of invasive traumatic experiences for patients with AIDS and CMV retinitis 
at high risk for redetachment and who have a shortened expected lifespan, it may be 
desirable to avoid silicone oil removal procedures if the patient concurs.

ADATO® SIL-OL 5000 can be removed from the posterior chamber by withdrawal 
with a normal 10 ml syringe and a wide bore 1 mm cannula. By repeated oil-fluid exchange 
most of the remaining small silicone oil droplets can subsequently be mobilized and 
removed from the eye. Alternatively, oil may be passively removed by infusion of an 

sclerotomy incision, or limbal incision in aphakic patients.

As there is a possible correlation between the migration of ADATO® SIL-OL 5000 into 
the anterior chamber and the appearance of corneal changes such as edema, hazing or 
opacification, Descemet folds, or decompensation, regular monitoring of the patient’s 
corneal status should be performed and early corrective action taken if necessary, 
including extraction of the oil from the anterior chamber. Large bubbles or droplets of oil 
in the anterior chamber can be removed manually by syringe. Further standard practice 
for medical treatment of the keratopathy is recommended.

Temporary pressure increases more than 3 weeks after surgery which can normalize 
either spontaneously or which can be corrected by surgical treatment are those in which 
the ADATO® SIL-OL 5000 causes a mechanical blockage of the pupil or inferior 
iridectomy or causes chamber angle closure by forcing its way anteriorly. In these 
situations some of the oil may be withdrawn to relieve the mechanical force of the oil 
interface. Presence of ADATO® SIL-OL 5000 droplets in the anterior chamber may 
also cause a chronic outflow obstruction of the trabecular meshwork. In such situations 
elevated intraocular pressure can be managed with anti-glaucoma medication in the 
majority of outflow obstruction patients.

CLINICAL EXPERIENCE

The clinical experience data were derived from data in K. Lucke and H. Laqua, from a U.S. 
based multicenter clinical trial and from independently sponsored investigations of the 
use of the oil in AIDS related CMV retinitis. Although the original database for the Lucke 
study reported on a total population of 483 eyes, a smaller subgroup of 299 eyes was 
isolated and analyzed from the database in which only the ADATO® SIL-OL 5000 was 
used. A subpopulation of 236 eyes having complete follow up at 6 months or longer, was 
further analyzed. The objective of the Lucke study was to evaluate the long-term ocular 

detachments due to PVR, PDR, traumatic perforating injury, giant tears, and posterior 
holes. This was an open- label,non-comparative study. Examinations were conducted 
at the approximate intervals of 3, 6, 12, 18, 24, 36, and 48 months, or more frequently 
as required. The silicone oil was removed when, in the judgment of the investigator-

reattachment and improvement in visual acuity.

The percentages shown below represent the range of occurrence for all of the studies; in 
cases where only one of the studies recorded a particular endpoint, only that percentage, 
as well as the study from which it was derived, is reported.

ANATOMIC REATTACHMENT RATES

Successful reattachment of the retina occurred in 64-75% of the patients who were 
treated with ADATO® SIL-OL 5000. The rate varied depending on the specific etiology 
of the disease and the severity of the condition. In AIDS CMV retinitis patients receiving 
silicone oil as a primary means for reattaching the retina, attachment rates were as high as 
90% within an average six month follow up period.

VISUAL ACUITY OUTCOMES

From 45-70% of patients showed improvements in visual acuity at six months. In about 
15-26% of patients visual acuity did not change and in about 15-30% worsening of visual 
acuity occurred. Deterioration of visual acuity in treated patients appeared to be related 
to redetachment of the retina, further progression of retinal disease, or to keratopathy and 
cataract complications. In AIDS CMV retinitis patients improvement or maintenance of 
visual acuity was documented in 57% of the patients within an average 6 month follow 
up period. In AIDS patients, further decline in visual acuity was seen due to continuing 
progression of retinal and optic nerve disease and development of oil related cataracts in 
33% of patients within 4-5 months of oil instillation.

ADVERSE REACTION REPORTING

Adverse reactions and/or potentially sight threatening complications may be reasonably 
regarded as ADATO® SIL-OL 5000 related and that were not previously expected in 
nature, severity or degree of incidence should be reported to Bausch & Lomb Surgical 
800-338-2020.

HOW SUPPLIED

ADATO® SIL-OL 5000 is supplied in single 10 ml sterile glass syringe capped with a 
stopper and housed inside sterilized peel back pouches. Each single dose unit pouch is 
contained inside an overwrapped carton.

STORAGE

Store at room or cool temperature (47° to 77° F) or (8° to 25°C).

Bausch & Lomb Incorporated 
1400 North Goodman Street
Rochester, NY 14609-0450
USA (800) 338-2020

®  
© Bausch & Lomb Incorporated. 
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