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Foreword

Dean Vavra, M .S., C.E.B.T.

Medical literature tells that as far back as the ancient Greeks, physicians noted that much
blindness was attributed to corneas having turned opaque. No longer the clear window of the eye,
light could not pass through and subsequently fall onto the nervous tissue of the retina.
Replacement of the cornea was recommended but technically not possible for Old World
physicians treating their blind patients. In the mid-nineteenth century, Von Hipple speculated that
a cornea could be successfully sewn into a person’s eye. In England a pig's “donated” cornea was
selected for a small girl with a scarred cornea. The operation was not a success, but a guantum
leap in ophthalmic surgical philosophy was established. Zirm performed thefirst human to human
corneatransplant in 1906. Other surgeons followed. Filatov, from Odessa, Russia, introduced the
world to cadaveric cornea transplants, using eyes that had been removed from the recently
deceased in1935.

The donation through transplantation process was simple in those early days and involved
only one staff member. A likely scenario would unfold as follows:

A patient with corneal disease presented to the ophthalmologist for evaluation. The surgeon
determines that a full thickness penetrating graft would be efficacious. The patient is counseled
that their availability around the clock is needed in order to have this transplant surgery, which,
may occur at any hour of the day or night.

Meanwhile, a patient in the same hospital dies from a non-contagious disease at about ten
o'clock AM. The ophthamologist is notified of the death and discusses the benefits of eye
donation with family members. The next-of-kin gives consent for donation. The ophthalmic
surgeon takes special instruments into the hospital morgue and removes the decedent’s eyes
placing them in sterile jarswith asmall amount of normal saline solution. Transplant surgery must
occur within twenty-four hours. Sooner is better.

The intended recipient receives a phone call at two A.M. “Eat or drink nothing more
tonight, pack a bag sufficient for a two week hospital stay. Your cornea transplant will occur at
noon today,” the tired ophthalmologist tells the patient. At mid-day the patient is anesthetized and
prepped for surgery. The surgeon enters the operating theater carrying ajar that had been stored
in the lab refrigerator since midnight. The recently donated whole eye is wrapped in gauze and a
special knife is used to cut off the cornea from the globe placing it in a petri dish. With a fresh
knife, the patient’s corneais removed and the fresh “button” is sewn onto the patient’s eye.




The procedure is performed with the assistance of magnifying loupes placed over the
surgeon’s eyes. The cornea is anchored in place with somewhat large, “ropey” appearing silk
sutures. After surgery the patient is kept in a supine position, flat on his back, for days. Heavy
sandbags assure that the corneal recipient does not move the head from side to side, potentially
opening up the wound. Due to the evolving techniques employed, the patient does not obtain
useful vision in that eye for weeks.

Currently, forty-four thousand cornea transplants occur each year in the United States. Fine
nylon sutures are used instead of the heavy silk ties used in the early days. Precision surgical
microscopes replace loupes. Corneas are preserved in nutrient media relaxing the time constraints
that previously existed. Corneal transplant surgery is an out-patient procedure yielding good
visua acuity in afew days.

Specialized organizations called eye banks have been formed and support the transplanting
surgeon by recovering and processing corneas because few corneal surgeon have the time or
energy to harvest cadaveric eyes at midnight and still see patients during the day.

Thefirst Eye bank was founded in 1944 by Dr. R. Townley Paton in New York City. Others
followed and the Eye Bank A ssociation of Americawas established in 1961 as a progression of the
American Academy of Ophthalmology’s Committee on Eye Banking. In the 1970's Medical
Standards for practice were established by the EBAA leading to the safest group of transplants
being performed in medicine.

While the Eye Bank Association of America has striven to create medical standards to
ensure safe practice, great latitude for development of policies and procedures are given to
individual eye banks.

Slit lamp evaluations of both patients and corneal tissue is a subjective art rooted in
scientific principles of optics, refraction and visual perspective. Many veteran eye bankers would
agree that teaching new staff the art and science of slit lamp evaluationsis one of the more difficult
task associated with developing staff. Concepts are challenging to learn and rating systems are
subjective. Some eye banks rate tissue quality with a1, 2 3 or 4 rating. Others use nomenclature;
mild or few, moderate or heavy. Agreeing ontermsfor rating isdifficult throughout thisdiscipline.

Eye banking, like any other field has slang, too. We call psuedo guttatae “snail tracks’ and
fluid retention in Descemet’s membrane “folds.” Eye bankersin training frequently have difficulty
identifying unique pathology, mastering descriptive terms and applying arating for that pathology
that isidentified.

Senior author George O.D. Rosenwasser, M.D. had the vision of creating Introduction to
Eye Banking; A Handbook and Atlas for eye bank staff to use by taking the donation process from
recovery through dlit lamp evaluation. Dr Rosenwasser shares his system for evaluation and
grading tissue in the appendices.

The illustrations contained in this book depict anatomy relevant to eye bank practice and
are purposefully not drawn to the detail found in many ophthalmology text books. William J
Nicholson, M.D. studied many slit lamp photo-micrographs of typical conditions found in banked
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corneas. Dr. Nicholson used his experience as a medical illustrator to create drawings of corneal
pathology relevant to eye banking. The areas of concern presented in the accompanying
micrographs are exemplified through pen and ink interpretations by Dr. Nicholson.

Of course, there is no substitute for peering into the slit lamp and seeking feedback on what
isseen. Studentswill find the evaluation system suggested by Dr. Rosenwasser and the drawings
created by Dr. Nicholson to be a valuable tool in learning eye bank tissue evaluation. Eye Bank
Association of America Procedures Manual sections are reproduced in the text for reference as
how to recover tissue and perform dlit lamp evaluations, as well.

Additionally, Introduction to Eye Banking; A Handbook and Atlas contains a glossary of
terms common to eye banking. Definitions may not always agree with those found in standard
medical dictionaries. The glossary is by no means comprehensive but does help to provide
working definitions to terms unique to our discipline.

Introduction to Eye Banking; A Handbook and Atlas is by no means a stand alone work
intended to answer all of the questions one may have about eye banking. The Eye Bank
Association Medical Standards, Procedures Manual, Food and Drug Administration Rules and
local eye bank policies and procedures contain much more specific information on eye bank
practice. Technicians still need many long hours working with a preceptor, guidance from Medical
Directors and other supervised training in order to master their craft. Introduction to Eye Banking;
A Handbook and Atlas is a marvelous tool to aid in that process.

Ron Blanchett, CEBT
Wing Chu, MD

Edmund Jacobs, CEBT
Marian Macsai, MD
PatriciaAiken-O’Neil, Esqg
Dean Vavra, M S, CEBT
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Dean Vavra, M .S., C.E.B.T.

The sciences of eye banking and corneal transplantation have made tremendous advances
over the past severa decades. Changes in preservation methods, surgical techniques and
serological testing have necessitated frequent review and reeducation. Throughout these changes,
standardization of terminology and techniques has been difficult. This atlas will help those
involved with eye banking and corneal transplantation understand and utilize a standardized
nomenclature for describing changes in preserved ocular tissue. The atlas also provides
information on instruments and techniques used in eye banking.
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Eye storage jar attributed to the "Eye Bank of the USA". The eye
was sutured to vertical posts within the the jar. Moist cotton balls
are used for cushioning and humidification at the bottom of the jar.

(FromH. Arruga, Ocular Surgery, 1962. in Mannis, M.J. and

Mannis, A.A., eds. Corneal Transplantation: A History in Profiles,

J.P. Wayenborgh, Belgium, 1999)
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Gross Anatomy of the Eye and Orbit
(Figure 1)
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External Ocular Anatomy
(Figure 2)
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Cross Sectional Anatomy of the Globe
(Figure 3)
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Anatomy of the orbit and extrinsic muscles of the eye. (view of dissection from above)
(Figure 5)
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The von Hippel trephine demonstrating the key, the headpiece containing the clockwork
spring, and attachable trephine blades.
(From Arthur von Hippel, 1841-1916, in Mannis, M.J. and Mannis, A.A., eds. Corneal

Transplantation: A History in Profiles, J.P. Wayenborgh, Belgium, 1999)
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| nstrumentation

Instruments for enucleation and excision come in a variety of styles and sizes (Figures 7
and 8). Speculums may be simple spring wire devices, or more complicated ones with lever
expanding mechanisms, locks, and solid or open blades. All accomplish the same basic function.
Most are standard size which fit individuals from small children (2-3 years old) to adults. For
younger children and infants a special smaller “pediatric” lid speculum may be required.

Forceps come in three basic types. Smooth forceps are used for handling thin delicate
membranes. Serrated forceps are used when fixation or a strong, high-friction grasp is required
to apply tension to, or tear aflexible membrane (such as conjunctivaor Tenon’s). Toothed forceps
are meant to fixate, move, or place tension on less delicate, more dense tissue such as sclera or
cornea.

Scissor s are used to shear various types of tissue. They are chosen by their size, durability,
curvature, and blunt or sharp-pointed tip styles. Delicate tissue can be cut with small, relatively
lightweight scissors. Blunt tip scissors are usually chosen for conjunctiva to allow them to push
layers of tissue apart without perforation or laceration. A moderate curve allowsthe circumference
of the globe to befollowed. Enucleation scissorsrequire heavy-weight, strongly curved blunt tips
to push through the layers of tissue without catching, fit deep in the orbit behind the globe, and
cut the optic nerve. The corneal section scissors are medium in weight with strong, blunt, curved
tips to cut the sclera near the limbus without catching on the underlying tissue, or perforating into
thevitreous. Ring end handles are used on larger scissors (ring handle scissors). Smaller or more
delicate varieties have spring ends which help to open the blades (spring handle scissors). This
is especially useful when the scissors are so small that they can only be handled by a person’s
fingertips.

The enucleation spoon is a cup on a handle with a groove cut in it for the optic nerve. Its
used to lift the globe out of the orbit and also to protect the posterior globe when cutting the nerve.
A similar looking device, the evisceration spoon is smaller, with sharp edges, and is used
exclusively to scrape or curette the inside surface of the posterior globe after removal of the
corneo-sclera rim.
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Instruments for enucleation.

(Figure 7)
1. Adult speculum 7. Toothed tissue forceps (with stop)
2. Pediatric speculum 8. Toothed tissue forceps
3. Muscle hook 9. Serrated tissue forceps
4. Hemostat 10. Heavy-duty curved enucleation scissors
5. Enucleation spoon 11. Metal bowl
6. Light duty ring scissors 12. Cotton tipped applicators

Muscle hooks are “L” shaped instruments used to hook under the rectus muscles.
Hemostats or clamps are usually serrated-tipped to hold thicker tissue, such asthe rectus muscles,
when they are used as a handle for the globe. They lock by closing the ring handles together and

open by sgueezing and separating the ratcheting portion of the handle lock, placing the ring
handles in different planes, in a sideways motion.
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Instruments for cornea excision.

(Figure 8)
1. Ring handle scissors 5. Serrated tissue forceps
2. Hemostat 6. Trephine
3. Blunt-tip spring handle scissors 7. Pointed tip scalpel blades
4. Fine-toothed tissue forceps 8. Evisceration spoon

Scalpel blades used in eye banking techniques are usually straight, sharp-point tipped,
similar to a standard Bard Parker® # 11 blade. Some prefer to use a curved tip blade similar to
a Bard Parker® #15 blade, especially for scraping the conjunctiva from the globe. They dull
quickly and are disposable. Trephines are tubular blades sharpened at one end. They can be used
to mark or partially cut the corneo-scleral rim. Because of their heftier construction and expense
they are frequently re-used and may be re-sharpened.
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Serile cage and jar for whole globe transport. An alligator clip is used to secure the nerve and fixate the globe to
the cage structure. The gauze at the bottom is moistened with sterile eye wash, saline, or balanced salt solution
to provide high humidity in the chamber, hence the name "moist chamber storage” .

(Figure 9a)

Enucleated globes are stored and shipped in moist chambers using a cage device and
aligator clip to fixate the globe (Figure 9a). Corneal storage and viewing chambers (CSVC's)
comein two sizesto fit existing specular microscopes (Figure 9b). As an alternative corneo-scleral
rim tissue can be placed in glass vials used for media shipping and storage and viewed in vertical
fixation devices with mirrors attached to allow horizontal viewing at the dlit lamp (9c).

Terminology of eye banking instruments includes the terms contaminated, external, clean
and internal. External instruments describe those which are used on the conjunctiva and sclera
which are kept separate from those used to handle the cornea and perform the excision. External
Instruments are considered contaminated due to their contact with the non-sterile external tissue.
Clean and internal instruments are used to handle interna structures of the eye which are
considered sterile and non-contaminated. The major objective of importanceisto avoid having the
external instruments mix with the interna instruments, thereby avoiding contamination of the
donor tissue.
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Corneal storage and viewing chambers (CSVC's). The upper photo shows the overall view.
The lower photograph illustrates the diameter of the chambers as well as the internal structure that
supports the corneal-scleral button. The two sizes are to accommodate different specular microscopes.
(Figure 9b)
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A glass vial (see Figure 12), typically used to supply media in, may also be used as a container for the donor tissue.
Specular microscopy is not able to be performed in this type of container. Sit lamp evaluation and specular reflection of
the endothelium may be performed with the slit lamp viewing mirror as shown.

(Figure 9c)
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A sketch of the proposed keratoprosthesis from Precis. It was to be made of a thin piece of glass, fitted into a
silver ring. He also designed several surgical instruments to be used for this operation.
(From Guillaume Pellier 1751-1835, Pohiman C.A., in Mannis, M.J. and Mannis, A.A., eds.
Corneal Transplantation: A History in Profiles, J.P. Wayenborgh, Belgium, 1999)
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Maintaining the Donor

After the declaration of death of a donor the, the body must be maintained to avoid
degradation of the eye tissue. Exposure, trauma, bacterial replication, and inappropriate storage
temperature can all take their toll on the donor tissue. By using antibiotic drops, [ubricant, taping
the lids shut, and placing ice packs over the eyes, most of the pitfalls of donor maintenance can be
avoided. Elevation of the head prevents swelling (dependent edema) of the periocular and facia
tissue, allowing better restoration of the body if aviewing is planned. It isimportant to be avare
that ice made from water, or commercial ice packs cooled to zero degrees centigrade, thirty two
degrees Fahrenheit, isthe type used in virtually all eye banking protocols. Thistype of iceiscalled
“wet ice” and cooling packs that are substituted for wet ice are cooled only to the temperature of
wet ice. Dry ice, whichis solid carbon dioxide, is much colder (-78.5°C, -109°F) and will freeze
tissue, causing irreversible damage. Throughout this text “ice” refersto “wet ice”.

The Eye Bank Association of America (EBAA) protocol for donor maintenance follows.
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EBAA Donor Maintenance Protocol

D1.600 Ocular Tissue Donor Maintenance

Purpose:
To retard the deterioration of eye/corneal tissue following cardiac asystole, prior to recovery
of ocular tissue.

Materials needed:
Wet ice packs (such as rubber gloves filled with crushed ice) Note: Ice should be wet ice
Sterile ophthalmic broad-spectrum antibiotic solution, sterile normal saline or balanced salt
solution (BSS)
Lubricating ointment for ventilator maintained donors
Paper tape
Pillow or head block

Procedure with Rationale in Italics

1. Ingtill sterile ophthalmic antibiotic solution two gtts (drops) o.u., or sterile saline or balanced
salt solution prior to recovery of ocular tissue.
Provides lubrication and moistening of corneal tissue. Antibiotic solution retards microbial
growth prior to enucleation or in situ corneal removal.

2. Lubricating ointment may be beneficial in ventilator maintained donors prior to organ, eye,
and tissue recovery.
Ointment helps to prevent corneal dryness in the absence of the blink reflex on brain-dead
ventilated donors.

3. Lightly tape eye lids closed with paper tape.
Prevents natural opening of lids due to decreased muscle tone and post mortem relaxation of
eye lids, which exposes corneal epitheliumto air, resulting in damage to eyetissue. Paper tape
will prevent tape burns to lids and reduce chances of pulling out eye lashes.

4. Lightly apply wet ice packs over eyes, securing gently in place.
W&t ice provides a cool environment around the eyes in an attempt to decrease the effects of
metabolic byproducts (toxins) on eye tissue, which occur naturally within the body after death.
This deterioration can be slowed by application of ice over eyes and refrigeration of the body
as soon as possible after death.

5. Elevate the donor’s head.
Prevents pooling of blood in head to decrease incidence of bleeding and swelling in eye region
following enucleation.

6. Record whether these procedures were carried out on your eye bank’s donor screening form or
donor information form.
This information should be used to evaluate the suitability of the corneal tissue for surgical use.
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Donor Maintenance Illustration
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Metal and cardboard can used to transport globes for the North Carolina Eye Bank Inc.
(From the collection of George O.D. Rosenwasser. in Mannis, M.J. and Mannis, A.A., eds. Corneal Transplantation:
A History in Profiles, J.P. Wayenborgh, Belgium, 1999)
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Enucleation

Enucleation of donor eyes is generally used by eye banks serving large geographic,
especialy rural, areas. When a donation takes place, the eyes are enucleated, placed in moist
chambers, and shipped to a central processing laboratory for corneal cap removal. Accompanying
the eyes are a blood specimen, consent and screening form.

A kit containing all disposables needed as well as an instrument kit is taken to the donor.
The enucleator scrubs and gloves after laying out supplies on a sterile field. Preparation of the
enucleation site involves irrigating the area with sterile saline or asimilar solution and performing
askin prep with povidoneiodine, as well as placing adrop or two of diluted solution (sterile saline
and adrop of 10% povidone iodine solution) in the conjunctival cul de sac (the space between the
globe and the lids). Some protocols use gentamicin ophthalmic drops or saline irrigation. The
sterile drape is then placed.

A lid speculum is placed while opening the lids with sterile gloved fingers, sterile cotton
tipped applicators, or sterile gauze, taking care not to touch or otherwise damage the donor
epithelium. Using atoothed forceps, the conjunctiva is tented up close to the limbus. The “tent”
is then cut with the small scissors. The forceps and scissors are used to cut the conjunctiva close
to the limbus, all the way around (Figure 10a). Then the scissors can be opened in the space
between the globe and conjunctiva to further separate the conjunctiva from the globe posteriorly
(Figure 10b).

A muscle hook is pressed close to the globe and the tip advanced clockwise or
counterclockwise to hook under the lateral rectus muscles. When it “catches’ (hooks underneath
the muscle) it is lifted vertically (Figure 10c). A forcep is used to remove Tenon'’s capsule and
each muscle is cut with the scissors close and parallel to the globe (not as shown in the figure,
where the scissors are distal to the hook). When working on the last muscle, a hemostat is
applied to the muscle and the cut is placed past the hemostat, away from the globe, leaving the
hemostat attached to the globe by a short stub of muscle acting as a handle (Figure 10d). The
globe can be lifted by the hemostat and the nerve then cut with the heavier enucleation scissors
from the nasal side.




Insert the enucleation scissors closed, open them prior to getting to the nerve, push more
posteriorly and move the closed tips side to side to locate the nerve (“strum” the nerve like an
instrument string). Open the tips and straddl e the nerve with the blades (Figure 10e). Cut the nerve
and lift the globe out with the hemostat. Note that if the scissors can be pushed further back, a
longer section of nerve can be obtained. This makes fixing the globe in the transport cage easier.

The oblique muscles and fascia can now be trimmed off. The globe is then placed in the
sterile cage for transport. An alligator or similar clip is used to secure the nerve and fixate the
globe in the cage (Figure 93).

Thejars should be positioned such that appropriate labels can be assigned for right and | eft.
Before inserting, the cage and globe, a gauze moistened with irrigating solution or antibiotic
solution is placed in the bottom of the sterile jar. The jar is then sealed and enucleation of the
fellow eye performed.

Enucl eation technique showing tenting and penetration of the conjunctiva (a), blunt dissection of the conjunctiva (b),
using the muscle hook to find and elevate a rectus muscle (c), attaching the hemostat to the muscle near the globe
and cutting distal to control the globe (d), and cutting the optic nerve, (e).
(Figure 10)

(Figure 10a)
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(Figure 10b)

(Figure 10c)
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(Figure 10d)

(Figure 10e)
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EBAA Enucleation Protocol

E1.100 Enucleation

Purpose:
To provide a standardized method for the aseptic removal of human eye tissue.

This procedure describes the basic technique for performing an eye enucleation according to
EBAA standards. Certain portions of the procedure are at the discretion and direction of your
eye bank’s medical director. Please refer to your eye bank’s procedures manual as directed.

Materials needed:
1. Sterile Supplies:

A sterile instrument tray: (The tray may be either steam or gas sterilized, appropriately
wrapped, labeled with expiration date, and stored in plastic according to your eye bank’s

policy.)

Small curved scissors

Large curved enucleation scissors

Small (mosquito) curved hemostat

Small muscle hook (retractor)

Small toothed forceps

Eyelid speculum

Fenestrated eye drapes or 1 double-fenestrated drape

Plain drapes (optional, if the fenestrated drapes are moisture impermeabl e)
Hemostat for handling ophthalmic irrigating solution

2 X 2 gauze sponges

Cotton balls

Sterile cotton-tipped applicators

Sterile eye jars, either glass or plastic. The eye jars may be sterilized within your
Instrument tray or separately. They should contain dental roll, gauze, or meta
cage to hold the eye.

Sterile gloves (at least 2 pair)

Sterile gown or sleeves

PNNRPRRPRRRR

2. Non-sterile Supplies:

Styrofoam container for transporting the eyes
Personal protective equipment.
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Procedure with Rationale in Italics

1. All donor preparatory and pre ocular tissue recovery procedures should be performed
according to procedure E1.050.

2. Set up the sterile right and left eye jars. Check instruments to be sure none are missing or
damaged.

3. According to your eye bank’s policy, begin with the left or right eye. Using 2 x 2 gauze or a
cotton tipped applicator, gently open the upper lid by pulling towards the top of the head, insert
the closed lid speculum under the upper and lower lids near the nose. Slowly open the
speculum while moving toward the middle of the eye. Be very careful not to touch the cornea
with the speculum.

This provides access to the eye during the enucleation procedure.

5. Grasp the conjunctiva with the forceps, near the lateral edge of the cornea at the limbus. Cut
the conjunctiva with the small, round tip scissors pointed away from the cornea. Continue this
360° al the way around the cornea.

Cutting the conjunctiva provides the enucleator access to the ocular muscles and optic nerve
and removes a membrane that may be contaminated with bacteria.

6. Insert the closed scissors under the conjunctiva and perform a blunt dissection.
To facilitate access to the ocular muscles.

7. Sever the ocular muscles one at atime. Insert the muscle hook into the medial quadrant and
hook the medial rectus muscle. A hemostat may be applied to clamp the muscle. Remove the
muscle hook and cut the medial rectus muscle on the distal side (outside) of the hemostat.
This description of cutting the ocular musclesis one of several waysto remove the eye. Please
refer to your local eye bank’'s procedure manual for any variation. All 6 ocular muscles must
be isolated and severed; however, the order and technique may differ.

8. Begin cutting the remaining ocular muscles. Slide the muscle hook superiorly and hook the
superior rectus muscle. Pull the muscle up while gently rotating the globe inferiorly. Cut the
muscle distal to (outside) the muscle hook with the small scissors.

Be careful not to puncture the globe during severing of the muscles. The sclera is thinnest
underneath the insertion sites of the ocular muscles.

8a. Repeat step 7 for the inferior rectus and lateral rectus muscles.

9. Optionally you may locate and cut the superior and inferior oblique muscles. With the
hemostat, rotate the globe laterally. Be careful not to rub the cornea on the speculum. Open
the large scissors about 1/4 inch, and slide into the superior medial quadrant. Sever the
superior oblique muscle. Repeat in theinferior medial quadrant for the inferior obligue muscle.
Do not traumatize the cornea during this procedure.




10.

11.

12.

13.

14.

15.

With the globe still rotated laterally, insert the closed blades of the large enucleation scissors
behind the back of the eye. Open the blades dightly and position the optic nerve between the
blades. Push the scissors towards the back of the orbit and cut the optic nerve, leaving 1/4” -
1/2” (6-12mm) inch stump.

A 14" - 12" (6-12mm) inch optic nerve stump will assure that it is not cut too close to the
posterior so as to risk puncture and collapse of the globe. A generous stump also allows for
sufficient length to anchor the eye in the cage, if used by pulling the stump through the bottom.

Use the hemostat, which is clamped to the medial rectus muscle, to gently lift the globe from
the socket. Carefully cut any remaining connective tissue.

If using eye jars with metal cages, place the eye in the metal cage with the cornea facing up.
Place the optic nerve through the bottom hole of the cage and hang the hemostat from the optic
nerve. Secure the eyein the jar by either clamping or pinning the optic nerve. Place the cage
back in the jar.

If acageis not used, prepare a bed with gauze or cotton dental roll and place the eyein the jar
with the corneafacing up. Make sure that the corneais not rubbing against the sides or top of
the jar.

Although pins have been used to secure the eye in the cage, they introduce increased risk of
puncture to the ocular tissue and the eye bank technician. They may also be difficult to
remove.

Pour a small amount or approximately 5 ml of balanced salt, antibiotic solution, or other
sterile ophthalmic irrigating solution over the eye (just enough to moisten the cotton or gauze
in the bottom of the jar). If you are using a non-sterile bottle, handle the bottle with a sterile
hemostat. Otherwise, you must reglove. If you have double-gloved, remove outer gloves
following handling of the non-sterile bottle.

Handling of a non-sterile bottle will contaminate your glove unless you use a sterile
instrument such as a hemostat or test tube holder to handle it. Gauze is an unacceptable
barrier and cannot be used to handle non-sterile items.

Repeat steps (1-13) above for the other eye. The second eye should already be draped.

Completion

A. Remove drapes

B. Place afolded piece of gauze or acotton ball in the socket and insert eye caps per your eye
bank’s policy. Close the lids and gently wipe off the povodine-iodine or other solution by
patting with moist gauze.
To restore the appearance of the donor.

C. If necessary, control excessive bleeding. Check with your local funeral directors and
follow your eye bank’s protocol. Trocar buttons, local cauterizing agents, gel foam, and

other techniques may be used. If thisisalso a skin donor, apply 4 x 4's over the closed eye
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lids and securely wrap the head with kling gauze.
These procedures should be devel oped in consultation with your local funeral director and
skin or tissue bank.

D. Leavethe donor’'s head elevated.

E. Remove surgical gloves, place the lids on both jars, being careful NOT to touch the inside
of the jar.
Surgical gloves should be removed so that the exterior of the jars are not contaminated
with eye tissue or body fluid, avoiding the creation of a potential biohazard.

F Label each eyejar (see procedure J1.000) and place both jarsin transport canister with wet
ice to maintain the temperature between 2 - 6° C.

G. Record information about the enucleation in the donor’'s medical record according to your
eye bank’s policy.
To fulfill JCAHO requirements on documentation of tissue and organ removal.

H. Complete the eye bank’s enucleation form, as required.

|. Leave aform or attach atag to the body informing the funeral director that the eyes have
been removed and to keep the head elevated. Also give the eye bank’s name, location, and
phone number with instructions to notify the eye bank if there are any questions or
problems.

J Don nonsterile gloves and rewrap the donor in the body bag or shroud and return to the
storage location from which it was removed.

K. Clean the work area. Discard all used disposables in a biohazard bag and al sharpsin a
sharps container.

L. Rewrap instruments for return to the eye bank or for cleaning and sterilization by the
facility if that is your eye bank’s protocol.

M. Transport the eyes to the eye bank as soon as possible.




L aboratory Whole Globe Exam
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transplant surgeon

(FromVladimir Filatov, 1875-1956, Rosenwasser, G.O.D., Rosenwasser, M. in Mannis, M.J. and Mannis, A.A., eds. Corneal
Transplantation: A History in Profiles, J.P. Wayenborgh, Belgium, 1999)
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The Whole Globe Exam

After obtaining the donor globes by enucleation the corneal caps are separated from the rest
of the globe, and the sclera preserved if desired. The following protocol is an example of one
acceptable method for whole globe examination.




EBAA Donor Globeln Vitro Exam Protocol

F1.200 Slit Lamp Examination InVitro

Purpose: To delineate the procedure for dlit lamp biomicroscopy of corneal tissue in the
laboratory.

Materials needed:

Slit lamp biomicroscope

Utility clamp or other appropriate device to hold the ocular tissue
Sterile Cotton-tipped applicators

Sterile ophthalmic irrigating solution

Sterile gloves

Alcohol prep pads

Mask and cap

Rating scale

Forms for documentation

Procedure with Rationale in Italics

. Allow the eye or cornea to reach norma room temperature. Avoid multiple repeated
warming/cooling cycles.
In order to obtain an accurate evaluation of the corneal endothelium.

. Don mask, cap, sterile gloves, protective clothing and protective eye wear when examining the
whole eye.

. Remove eye jar lid and place it so that the inside of the cap is facing up in a clean area such
as the hood or biosafety cabinet.
Prevents contamination of ocular tissue when lid is returned to eye jar.

. Remove any excess liquid from eye jar.
Minimizes leakage on dlit lamp biomicroscope and work area while evaluating.

Insert eyejar, vial, or corneal storage viewing chamber into utility clamp or other appropriate
device.
This secures the ocular tissue while performing the evaluation.

. Using sterile cotton-tipped applicators, gently manipulate eye cage, if one is used, to bring
corneawithin viewing range of dlit lamp. Sterile forceps or hemostats can also be used instead
of cotton-tipped applicators.

The contents of the eye jar are assumed to be sterile. Using sterile instruments during
examination will ensure sterility is maintained.
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7.

10.

11.

12.

13.

14.

Moisten the eye with sterile ophthalmic irrigating solution as necessary.
This prevents excessive drying and possible contamination of corneal epithelium.

Perform alow power examination first at 10 X magnification when evaluating an eye/cornea
for the first time.
This gives orientation and location and entire view of cornea and eye simultaneoudly.

Diffuse illumination of the cornea is done with a wide dlit of light directed on the cornea at
approximately a 15° to 20° angle of incidence and then moved to scan the entire cornea.
To properly evaluate and see endothelium, the angles indicated must be observed.

Next perform direct focal illumination using high power examination to perform an in-depth
evaluation of the cornea. Adjust the width of the beam; a narrower slit beam will alow more
In-depth examination and detail. With specular reflection you can observe the endothelium,
cell morphology, dark areas, and areas where the cells are absent.
Corneal endotheliumis a good indicator of the quality of ocular tissue. Anything other than
normal hexagonal shaped cells should be noted and documented.

Make notations on the donor information form regarding the evaluation and what was
observed during initial evaluation.
After preserving ocular tissue, the initial evaluation may differ from final evaluation.

Record and diagram any abnormalities present regarding epithelium, stroma, and endothelium.
Bowman's layer and Descemet’s membrane are not necessarily visible with dit lamp
examination.

It isimportant to record quality of ocular tissue when determining whether it is suitable for
surgery.

Evaluate and record the minimum information below:

>

Corneal clarity, noting any scars, edema, or significant arcus that would reduce the optical
clear zone needed by the transplanting surgeon

Folds or striae, noting severity, i.e., 0, 1+, 2+

Presence or absence of epithelia defects, and amount

Presence or absence of guttate change and amount

Presence or absence of stretch striae

Presence or absence of polymegathism or pleomorphism and amount

Evidence of any technical problemsin removal

Presence of any infiltrates or foreign bodies

TOMMOO®

Assign arating to the ocular tissue, such as excellent, very good, etc., according to your eye
bank’s policy and rating scale. The classification used in the rating scale should be defined in
the eye bank’s procedure manual.

Sit lamp evaluation of the cornea following removal from the eye and placement into tissue
culture medium is mandatory and must be performed and recorded. See EBAA Medical
Sandards section F1.200







Corneal Excision

_——
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Excised donor cornea in the dotted lucite dish.
(from Max Fine, 1908-1989, Mannis, History of Keatoplasty
(From Max Fine, 1908-1989, Lanier, J.D., Webster, R.G., in Mannis, M.J. and Mannis, A.A.,
eds. Corneal Transplantation: A History in Profiles, J.P. Wayenborgh, Belgium, 1999)




Corneal Excision

After the globe is received in the eye bank, the cornea with its scleral rim is removed and
preserved. The sclera may also be preserved at thistime. In-situ removal isvery similar. Each
eye bank, depending on their retrieval routines and locations will have an individualized protocol
for in-situ removal. The principles are the same and combine the preparation phase of the
enucleation procedure with the corneo-scleral rim excision procedure.

The excision begins with preparation of the sterile field, hood, media and transport
containers (eye jars or similar). The globes are irrigated while in their transport containers. The
technician then scrubs and gloves in a standard operating room fashion. An impermeable sterile
wrap (such as sterile aluminum foil) is used to hold the container while the globe and cage are
removed from the jar. The globe is then wrapped with a sterile 4x4, and the gauze secured with a
hemostat.

A scalpel blade is then used to scrape any conjunctiva from the limbus and subsequently
discarded as contaminated. A trephine may be used to mark a cutting line for the scleral rim. A
new sharp-pointed scalpel blade is used to incise the sclera 2-3mm posterior to the limbus without
penetrating the choroid (Figure 11a). With a curve tipped scissors the sclera can then be cut
around the circumference of the scleral rim (Figure 11b). Care must be taken not to penetrate and
cause a vitreous leak or physically damage the cornea while completing the incision.

Using a toothed forceps to hold the corneo-scleral rim, the ciliary body, choroid, and other
posterior structures are very carefully pushed avay and separated from the corneo-scleral rim at
the scleral spur (Figure 11c). Extreme care must be taken not to bend, fold or stretch (stress) the
cornea. The corneo-sclera tissue may then be placed in a corneal storage and viewing chamber
(CSVC) filled with media or placed in a sterile container filled with preservation media (Figure
12). This is repeated for the second globe using new instruments that have not touched the
conjunctiva. The tissue must be appropriately labeled including which eye, right or left, isin the
container. The posterior globe should be examined for whether alens or alensimplant is present,
or whether alensis absent (aphakia).

The sclera can be preserved in acohol or other media by removing remnants of the
conjunctiva, Tenon's, the nerve and any of the internal structures. Separate protocols are available
to explain this procedure in depth.
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Corneal Cap Removal.
The sclera isincised tangentially with a scalpel blade (a). Scissors are then used to cut the sclera (b). The cap is lifted with
care, and the ciliary body teased posteriorly, avoiding any buckling of the tissue (c).
(Figures 11)

(Figure 11a)

(Figure 11b)
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(Figure 11c)

Media vial
The sterile media and its vial can used to store the corneal cap, or to fill the corneal storage and viewing chamber.
(Figure 12)
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EBAA Laboratory Corneal Excision Protocol

E1.220 Laboratory Corneal Excision

Purpose:

To provide a standardized method for the aseptic preservation of corneal tissue in the
laboratory that will minimize endothelial cell loss and contamination and maximize the
number and quality of cells that are ultimately grafted.

Materials needed:

Sterile Supplies
Sterile gown or sleeves
Sterile gloves
Sterile scrub brush for scrubbing hands
1 sterile towel
Sterile ophthalmic irrigating solution
Sterile ophthalmic broad spectrum antibiotic
2 vials corneal storage medium
2 mini tipped culturettes (if cultures are performed by the eye bank)
Sterile cotton-tipped applicators
Sterile gauze
Jars containing whole eyes
Class 100 Hood or Class |1 or Class |11 Biosafety
Cabinet or an operating room

Appropriately wrapped sterilized instrument tray containing the following:
2 Small toothed forceps
2 Scalpel handles
2 #11 or #15 blades
1 Corneal section scissors, or Castroviejo or Aebli scissors
2 Tenotomy or iris scissors
1 Hemostat
1 Forceps to handle cages and/or solution bottles
2 Medicine cups or other small 30 cc glass/steel container

Non-Sterile Supplies
Moisture impermeable protective clothing
Mask
Cap to cover hair
Protective eyewear (goggles or face shield)
Slit Lamp
Evaluation Form
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Procedure with Rationale in Italics

. Perform the corneal removal (excision) in the laboratory in a Class 100 Hood or Biosafety
Cabinet following a whole eye enucleation. Wipe down and air dry the work surface of the
hood or cabinet with a disinfectant solution immediately prior to use. Turn on laminar airflow
of hood and allow to run at least fifteen according to manufacturers’ instructions prior to use.

Don appropriate protective apparel consistent with the biological safety cabinet being used.
Use of a biosafety cabinet with a plexiglass shield protects the technician and tissue.
Therefore, protective eye wear and mask in particular may not be necessary. However, if tissue
Is opened outside of the hood, e.g., while dlit lamping the whole globe, full protective apparel
Is still required.

Place sterile instrument pack, eye jars, antibiotic solution, and labeled corneal storage medium
vials on the prepared surface of the laminar airflow work surface.

. Position the eye jars so that they are immediately adjacent to the edge of the sterile field
formed when the sterile instrument pack is opened. The eye jar lids are removed and placed with
inner side up next to their respective jars. The labeled storage medium vials are positioned so
that they also will be adjacent to the sterile field, Remove the caps of the vials. Position eyejars
and medium vialsto ensure that left and right specimen bottles are clearly and readily identified.

. Uncap a 10 cc bottle of broad range sterile ophthalmic antibiotic solution or a povidone-
iodine solution container and place near the eye jars and medium vials, according to your eye
bank’s policy.

Antibiotic or antiseptic application to the whole eye prior to corneal excision reduces
themicrobial population. (Povidone-lodine 0.5% solution has demonstrated effectiveness as
an anti-fungal agent.

. Set up the sterile field by opening the outer and then inner wraps of the sterile instrument tray
(if two wrappers are used). Alternatively, a sterile moisture impermeable barrier drape may be
opened and placed on the work surface of the laminar airflow hood or cabinet, followed by
opening sterile instruments in peel packs and dropping them on. Avoid contaminating the
sterile field created by touching or reaching over the field. Open individually wrapped sterile
items, such as gauze or sterile cotton-tipped applicators and flip onto the sterile field with the
surgical instruments.

. Scrub three to five minutes according to procedure E1.050. Dry hands with a sterile towel.
Don sterile gloves and gown or sleeves. Double glove if thisis your eye bank’s policy.
Fold a sterile 4 x 4 gauze sponge to form along strip.

Thisis used to hold the eye during the corneal removal.

Lift the eye and the eye cage, if one is used, from the eye jar with sterile forceps (or the cage
with a sterile cotton-tipped applicator.) Removethe pinif oneisin place from the optic nerve
with ahemostat. Remove the eye from the cage using forceps to grasp a rectus muscle.
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10.

11.

12.

13.

14.

15.

16.

17.

Soak or irrigate the eye using an antibiotic solution for 3 to 5 minutes in a sterile medicine
cup according to your eye bank’s procedure. Avoid contaminating the sterile field by wetting
of acloth drape, if oneisused. Irrigation should be performed over ametal instrument pan or
amoisture impermeabl e drape.

Sudies have shown that whole globe immersion is superior to irrigation for removal of
microbes (see reference list.)

Wrap the eye securely with the gauze strip several times around the equator.
To prevent strike through contamination of the sterile field.

Lift and cut any remaining conjunctiva at the limbus and extending out 5 mm from the limbus
using small toothed forceps and iris or tenotomy scissors. The exposed scleramay be carefully
scraped from the limbus outward with a scalpel blade (#11 or #15) to remove al remaining
conjunctival tissue. It isimportant to remove all conjunctiva flush at the limbus.

To remove microbial contaminants that may be present on the conjunctival tissue.

The instruments and blade used to remove the conjunctiva should be isolated from the other
instruments on the sterile field and should be used only to remove the conjunctiva on the
opposite eye.

These instruments are contaminated since they have touched the “ dirty” conjunctiva.

Pick up the gauze-wrapped globe and hold with one hand.

Make an incision through the sclera 2 mm - 4 mm from the limbus and parallel to the limbus
approximately 5 mm in length using a second scalpel with a #11 or #15 blade and small
toothed forceps. Carefully cut all the way through the sclera without perforating the choroid.
Perforation of the choroid causes vitreous leakage, which may collapse the globe including the
anterior chamber. This would compromise the corneal endothelium.

Extend the scleral incision 360° around the cornea using corneal section scissors (Castrovigo
or Aebli). Avoid perforating the choroid, breaking into the anterior chamber, or causing any
deformation of the cornea’'s normal curvature. The scissors should not be visible in the anterior
chamber.

Trauma to the cornea during cutting due to bending, loss of the anterior chamber, or collapse
of the globe through vitreous loss would severely compromise its suitability for surgical use.
Keep the incision parallel to the limbus to produce an even scleral rim between 2 mm and
4 mm in width.

Sleral rim width is important because some surgical corneal holding devices require a
minimum 2 mm rimwhile other devicesrequire a rimno wider than 4 mm. Also, cutting a rim
less than 2 mm wide greatly increases the chance of entering the anterior chamber while
performing the peritomy.

Inspect to be certain the incision is complete and that the anterior chamber is intact. If the
incision has been made properly, the corneo-scleral button should be attached to the ciliary
body-choroid only at the scleral spur.

Therisk of endothelial trauma and cell damage is greatest at this stage of the excision process.
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18.

19.

20.

21.

22.

23.

24,

25.

26.

A culture of the incision site may be performed at this time, per your eye bank’s policy.

Set the wrapped eye down near the center of the sterile field which may be stabilized by
attaching a sterile hemostat. Complete the corneal removal using one pair of the small forceps
to hold the scleral rim stationary and a second set of small forceps, an iris spatula or back of
a scalpel blade to push the ciliary body-choroid downward and away from the corneo-scleral
button. Gently pull awvay remaining adhesions from the corneo-scleral button working side to
side. The corneo-sclera rim must never be pulled in such a way as to cause cross corneal
tension. The corneo-scleral rim should never be alowed to drop back down onto the anterior
chamber.

To avoid pulling on the cornea and creating folds. Aqueous fluid should escape from the
anterior chamber at this point assuring that the anterior chamber was indeed intact. To avoid
stretching or damage to the endothelium.

Continue to hold the cornea by the scleral rim with the small toothed forceps and transfer it to
alabeled vial of storage medium from which the caps have aready been removed.

The vials may remain open under the laminar airflow hood or biosafety cabinet for a period
of 1 hour, which is acceptable operating room practice.

You may examine the posterior chamber for crystalline lens.

Inspect for signs of previous cataract surgery, which would possibly contraindicate use of the
corneal tissue for penetrating keratoplasty, depending on your eye bank’s policy (Sece EBAA
Medical Standards (D1.120).

Carefully unwrap and return the remaining posterior segment to its respective eye jar.
Avoid contaminating the posterior segment, instruments, or surgical gloves.

Repeat the procedure on the second eye.

After the second cornea is placed in storage medium, replace both vial caps and tighten.
Replaced the lids on the eye jars. The vials containing the ocular tissue are immediately |abel ed
and sealed and the tissue refrigerated.

See procedures 11.000 and J1.000

Instruments and eye jars are immediately cleaned according to your eye bank’s policy and
procedure. Discard all disposables in a biohazard receptacle.
See procedure C3.300.

Immediately after use, wipe down the work surface of the hood with a disinfectant and to dry.
Document these cleaning procedures according to your eye bank’s policies and procedures.
See EBAA Medical Standards C3.300.
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In-Situ Excision
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Franceschetti’s mushroom graft tephine. The cross-section of the tissue trephined from the donor
was similar to that of a button mushroom. (From B.W Rycroft, Corneal Grafts, Mosby Inc, 1955.
Reprinted with permission.)

(From Photo Museum, Rosenwasser, G.O.D., in Mannis, M.J. and Mannis, A.A., eds. Corneal
Transplantation: A History in Profiles, J.P. Wayenborgh, Belgium, 1999)
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|n Situ EXxcision

In-situ excision is useful in situations where the eye bank or its processing technicians are
geographically located close to the donors. The enucleation of the entire eye is unnecessary, but
highly skilled technicians are required.
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EBAA In-Situ Removal Protocol

E1.200 Corneo-scleral Rim Removal: In situ
Purpose:

To provide a standardized method for the aseptic in situ removal of corneal tissue for surgical use
that will minimize endothelial cell loss and contamination, and maximize the number and quality
of cellsthat are ultimately grafted.

Materials needed

Skin prep tray, povodine-iodine or other microbicidal solution and sterile 4 x 4's or
Sterile ophthalmic irrigant solution, such as sterile saline
Sterilized appropriately wrapped instrument tray to include the following:

1Lid speculum

2Forceps with teeth

2Pair of iris or tenotomy scissors

2#11 or #15 blades

1Corneal section scissors, Castroviejo scissors, or Aebli Scissors

1 Pair of forceps to handle lids of medium (optional)

2 vials of corneal tissue culture preservation medium

2 single fenestrated drapes or one double fenestrated drape, or sterile towels

Culturettes or other items specified by your eye bank if culturing of the corneo-scleral rim at time
of removal is desired.

Procedure with Rationale in Italics

1. All donor preparatory and pre ocular tissue recovery procedures should be performed
according to procedure E1.050.

2. Some eye banks may perform a culture at the time of procurement. Please refer to section
G1.000 and your eye bank’s policy for specific direction about cultures .

3. Label the corneal storage media vials, loosen the caps to the top thread, and place these
adjacent to atop corner of the sterile field.
Take care in the positioning of the storage medium vials to avoid accidentally knocking over
the vials while reaching for instruments if they are at the bottom of the field or contaminating
the field by reaching over if they are at the top of the field.

4. 1f required by the coroner or medical examiner, label test tubes for blood and vitreous samples
and position near the sterile field along with the syringe, needle, and cosmetic restoration
materials.




10.

Open the eyelid using a sterile cotton tipped applicator or small toothed forceps and insert a
solid blade eye speculum. If forceps are used to insert the speculum, isolate these from the other
surgical instruments on the sterile field and use them only to open the eyelids of the second eye.
The forceps used to open the eyelid has been in contact with the skin and may introduce
contaminants into the eye.

Lift and cut the conjunctiva at the limbus 360° around the cornea using small toothed forceps
and iris or tenotomy scissors. Any adhesions between the conjunctiva and the anterior globe
are separated so that the conjunctivais not in contact with the anterior globe to within 5 mm
of the limbus. If necessary, make several relaxing cuts in the conjunctiva radially to
accomplish this. Remove any remaining conjunctiva by carefully scraping from the limbus
with a scalpel blade (#11 or #15).

The conjunctiva tissues should be considered contaminated with microorganisms. Therefore it
IS necessary to completely remove the conjunctiva at the limbus.

Isolate the instruments and scalpel used to scrape the conjunctiva from the other instruments
on the sterile field. Use these only for the same purpose on the opposite eye.

The conjunctiva is considered a contaminated membrane. Use of this same blade would
Introduce microorganisms into the incision area.

Make an incision through the sclera 2 mm - 4 mm from the limbus and parallel to the l[imbus
approximately 5 mm in length using a second scalpel with a #11 or #15 blade and small
toothed forceps. Care must be taken to cut all the way through the sclera without perforating
the choroid.

Perforation of the choroid leads to vitreous leakage, which may cause collapse of the globe
including the anterior chamber, resulting in endothelial cell damage. Additionally, vitreous
|leakage would make cosmetic restoration more difficult.

Insert the blades of the corneal section scissors (or Castroviejo or Aebli) into the
suprachoroidal space. Perform a peritomy to complete the scleral incision 360° around the
cornea. Avoid perforating the choroid, breaking into the anterior chamber, or causing any
deformation of the cornea’'s normal curvature.

Trauma to the cornea during excision due to bending, loss of the anterior chamber, or collapse
of the globe through vitreous loss would severely compromise the corneal endothelium and
therefore its suitability for surgical use.

The blades of the scissors should not be visible in the anterior chamber.
This indicates that the anterior chamber has been inadvertently entered, which may damage
the corneal endothelium.

Keep the incision parallel to the limbus to produce an even scleral rim between 2 mm - 4 mm
in width.

Sleral rimwidth isimportant. Some surgical corneal holding devices require a minimum of
2 mm rim while other such devices require a rim no wider than 4 mm. Also,cutting a rim less
than 2 mm wide greatly increases the chance of entering the anterior chamber during
scissoring.
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11.

12.

13.

14.

15.

16.

17.

18.

After completing the incision, inspect to be certainit is complete and that the anterior chamber
Isintact. If the incision has been made properly, the corneo-scleral button should be attached
to the uvea (ciliary body-choroid) only at the scleral spur.

Therisk of endothelial trauma or corneal contamination is greatest at this stage of the excision
process.

Cultures of the incision site may be taken at this time, per your eye bank’s policy.

Complete the corneal removal using one pair of small forcepsto grasp the scleral rim and hold
it stationary and a second set of small forceps, aniris spatula, or back of a scalpel blade to pull
the ciliary body-choroid downward and away from the corneo-scleral button.

Aqueous fluid should escape from the anterior chamber at this point assuring that the anterior
chamber was indeed intact.

Gently separate remaining adhesions away from the corneo-scleral button working side to side
and taking great care to avoid pulling on the cornea and creating folds. The corneo-scleral rim
should never be alowed to drop back down while making this separation. The corneo-scleral
button must never be pulled in such away as to cause cross corneal tension.

To avoid stretching or folds leading to potential loss of endothelial cells.

Care must also be taken to prevent the cornea from contacting the eyelids or other facial skin
while removing it from the eye.
To avoid contamination of the ocular tissue.

Holding the cornea by the scleral rim with the small forceps, transfer it to a labeled vial of
storage medium. The pre-loosened cap is lifted off the vial using sterile forceps immediately
prior to placing the cornea in the medium and replaced immediately afterward. If forceps are
not used, reglove before starting on the next cornea

Removing the vial cap at the time the cornea is placed in the storage medium minimizes the
medium’s exposure to airborne contaminants.

Examine the posterior chamber for a crystalline lens at this time.

To inspect for signs of previous cataract surgery which would possibly contraindicate use of
the ocular tissue for penetrating keratoplasty per EBAA Medical Sandards section D1.120,
depending on your eye bank’s procedure.

Repeat the excision on the second eye (Steps 1-15). After the second cornea is placed in
storage medium, both vial caps are tightened and appropriately labeled.

Completion

A. Remove drapes.

B. Insert eye caps. Close the eyelids and remove all remaining prep solution with gauze and
water or acohol

To restore the appearance of the donor.
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. Leave the donor’s head elevated.

. Record information about the excision in the donor’'s medical record according to your eye
bank’s policy.
To fulfill JCAHO requirements on documentation of tissue and organ removal.

. Complete the eye bank’s excision form, as required.

Leave aform or attach a tag to the body informing the funeral director that the corneas have
been removed and to keep the head elevated. Also give the eye bank’s name, location, and
phone number with instructions to notify the eye bank if there are any questions or problems.
As a courtesy to the local funeral director. Also, hopefully, the funeral director will notify the
eye bank before discussing problems related to the eye removal with the family.

. Don non sterile gloves and rewrap the donor in the body bag or shroud and return to the storage
location from which it was removed.

. Cleanthework area. Discard all used disposablesin abiohazard bag and al sharpsin asharps
container.

Rewrap instruments for return to the eye bank or for cleaning and sterilization by the facility
If that is your eye bank’s protocol.

Transport the corneas to the eye bank as soon as possible.

NOTE: FOR INFANTS AN INFANT LID SPECULUM AND EYE CAPS SHOULD BE USED.
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Slit Lamp Technique
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dit lamps
(Figure 13)
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2. Elevation

3. Joystick for Right & Left Movement
and to Focus
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Slit Lamp Technique

The dlit lamp is a low to medium power binocular microscope mounted to be used
horizontally (Figure 13). I[llumination is provided by a projected light which can be large and
circular or narrowed down to a dlit-like beam. The large wide beam can be used to survey all or
most of the specimen (whole globe or corneal button). The beam is narrowed to give a beam as
wide as the cornea is thick to form a parallelepiped volume (a box of illuminated tissue). The
depth, width and position of small abnormalities can be evaluated with this. The beam can be
further narrowed to form an optical section (so thin it's just discernible). This allows the smallest
change in clarity to be evaluated, as well as pinpointing the depth of pathology. A short
parallelepiped or the smallest circle projectable is used to perform specular reflection, the
technique in which the endothelium is visualized. The light source usually has several or
continuous levels of illumination. Medium to high illuminations are used for most purposes. High
should be used in optical section and specular reflection. Severa levels of magnification are
usually available aswell. Low power (~10x) is used for survey, medium to high (16-40x) for optic
section and parallelepiped, and high (40x) for specular reflection. Normally the light isfocused at
the same point as the microscope. This configuration is described as parfocal. If it is not, the
beam has been decentered or the oculars are not adjusted to their neutral position. Both situations
are easily remedied. Check the instrument’s manual for how to rotate the dlit projector beam.

The dlit lamp is mounted on a moveable stand. A joystick isused to move it right and left,
aswell as back and forth (focusing). The joystick or similar arrangement is used to raise or lower
the dlit lamp. The dlit projector pivots around the microscope mount and can be swung 180° in
front of the specimen. The beam can be projected tangential, perpendicular, or at any angle to the
specimen. While performing an exam the light should be moved frequently, as the different angles
at which the light hits the cornea may make pathology more obvious. Direct illumination (the
beam directly pointed at the specimen) shows gross pathology, while retroillumination (the beam
decentered to illuminate behind the area of interest while it is still in focus) may bring out subtle
optical changes such as thin vascularization (blood vessels), small incisions, and endothelia
abnormalities. Sclerotic scatter uses a beam ~1mm wide, half the height of the cornea, pointed
at the limbus, to view subtle abnormalities. The light spreads by total internal reflection through
the cornea and scatters off of any pathol ogy.

67







How To Gradeponor Corneas
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Needles of various sizes and manufacturers used in eye surgery.
(From the collection of George O.D. Rosenwasser.)
(From Photo Museum, Rosenwasser, G.O.D., in Mannis, M.J. and Mannis, A.A., eds. Corneal
Transplantation: A History in Profiles, J.P. \Wayenborgh, Belgium, 1999)
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Evaluation of the Donor Cornea

The cornea should be examined systematically. Developing a protocol which addresses
each layer of the cornea, the media, and the overall clarity is essential. Many incisions from
contemporary cataract surgery are difficult to see. One method is to examine the sclera and then
the corneal epithelium, stroma, Descemet’s and endothelium. The preservation media needs to be
observed in the preserved corneal specimens. The anterior segment and ocular media (agueous and
vitreous) should be examined in enucleated globes or during in-situ retrieval.
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Conjunctiva

The conjunctiva is rarely present in any significant quantity in an enucleation specimen
other than a thin rim around the limbus. Occasionally, a pinguecula (a thickened area of
conjunctiva at the limbus but not crossing it) or a pterygium (thickened area of conjunctivawhich
does cross the limbus onto the cornea) may be present. During an in-situ removal the conjunctiva
should be inspected for any other areas of thickening or irregularity which could represent atumor.
While these are infrequently seen, they are often located at the limbus when present.

Sclera and Surgical Incisions

The scleraisrelatively simple from the evaluation standpoint. Color should be checked for
hemorrhage and icterus/jaundice. Any foreign material or trauma should be documented.
Surgical incisions will appear as straight, frown shaped, chevron, or concentric scars at or
within 2-3mm of the limbus. Incisions may aso be found in the clear cornea. If sutures are
present they will be black, blue, or a faded grayish white, usually radial or “x” shaped. Surgical
iridectomies associated with cataract or glaucoma surgery may appear to be “extra’ pupils or
extensions of the pupil. They may be single or multiple. An adjacent incision in the sclera (square
triangular, semicircular, etc.) may mean that glaucoma surgery has been previously performed.
Figure 14 shows a variety of incision and iridectomy examples.

Epithelium

The epithelium should be graded for clarity, edema, exposure, sloughing, trauma, pterygia,
infiltrate and foreign material. The location and area of the abnormalities is important. Establish
the area affected and express it as a percentage of the total area and state its location. Quantify and
characterize the type of foreign material present. The epithelium may be hazy due to swelling of
the cells. The haze may be generalized due to the conditions and length of time of preservation,
or may be localized due to exposure. Trauma may interrupt the layer or remove some of the
epithelium leaving a textured edge (ragged or smooth). If enough swelling of the cells occurs, the
4-5 layers of cells which make up the epithelium may detach, also known as sloughing.
Occasionally, the edge of the detaching epithelium can be seen to be grossly elevated over the rest
of the cornea. Epithelial defects can be seen as clear areas within an otherwise hazy layer of
epithelium. They can always be confirmed by slit beam noting the discontinuity of the defect’s
edge. The area of the defect may look depressed when compared to the surrounding epithelium.
Pterygiums are afleshy, tongue shaped, layer of conjunctiva crossing over the limbus and onto the
cornea. They make the cornea appear thicker and are opague on dlit beam examination. An
infiltrate is the appearance of inflammatory (white blood) cells seen as a grayish white
discoloration in the epithelium alone, or may be continuous with stromal infiltrate. Document the
Sizein area, location, and density. The depth of the infiltrate can be evaluated with the aid of the
dit beam. If theinfiltrate is dense and opaque it may obscure details below it in the stroma.
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O )
A. cataract extraction (CE) wound G. temporal clear cornea CE wound
B. straight CE wound H. alternate superior clear cornea CE Wound
C. "chevron" CE wound I. trabeculectomy/CE wound with peripheral iridectomy (Pl)
D. "smile" CE wound J  alternate trabecul ectomy/CE wound with Pl
E. "frown" CE wound K. CE with sector iridectomy wound
F. superior clear cornea CE wound L. CE with multiple PI's

(Figure 14)
Stroma

The stroma is a multilayered collagen structure that may swell with preservation or
anything that causes an increase in water content. The swelling produces a lack of optical clarity
often described as stromal haze. Endothelial cell dysfunction may also cause the stromato swell
with water. These cells normally act to pump water out of the stromato keep it clear and compact.
The presence of white cells causing opacity in the stromais called an infiltrate. The infiltrate is
aresponse to inflammation and/or infection. Folds and striae are also physical manifestations of
the swelling. When fluid swells the stroma it may cause localized areas to change more than
others. Since the diameter of the corneais fixed, this swelling causes undulations called “folds”
of the stroma (Figure 15a).

One approach to grading the severity of the foldsisto estimate the physical dimensions of
the swollen and unswollen areas of the stroma (the peaks and valleys of the folds) as seen in Figure
15b. Set the dlit beam at its thinnest visible width, and at 45° (swung midway between the cornea
and the observer. Compare the height of a fold to the baseline thickness of the corneal stroma.
Express this as a percent of the thickness of the cornea. For instance, if the fold is 1/4 of the
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corneal stromal thickness, call it 25%. The thickest folds indicate the severity of the swelling, so
find the thickest folds to grade.

Setting up a convenient scale we see that folds fall into one of five categories:

not present no folds seen
trace folds 0-10% basdline
mild folds 11-15%

moder ate folds 16-25%

severe folds >25%

The greater the density and severity of thefolds, the less transparent the tissue will be. Folds
may be less prominent after storage, due to the osmotic effect of high molecular weight
compounds added to some long term preservation media. The effect of the high molecular weight
material is to draw the water out of the cornea. Likewise, the folds may be more obvious after
storage in short term preservation media which do not include such high molecular weight
compounds. An example of the different corneal gradesis shown in the composite and individual
Illustrations in Appendix 1. The grades have been arbitrarily categorized as clear and compact,
trace, mild, moderate and severe.

Striae may also be seen in the stroma. They appear as fine grayish white linesin the corneal
stroma. They probably represent very localized separations of the highly ordered collagen. They
can be graded by their presence and density.

Arcus senilis is a term that describes a grayish white to yellowish deposit in the stromal
periphery. Thisisdueto alipid (fat) like deposit that may increase with age. It may be present as
a concentric circle of deposit, or may be present for several clock hoursin opposite areas near the
limbus. Make note of the location (describe by clock hours if not present everywhere), density,
and size of the shortest length between the deposits. Thiswill determine the diameter of the largest
clear button of tissue that can be obtained from the donor.

Scars due to trauma are grayish white due to the disruption of the stromal tissue, the
presence of fibrous tissue, and the scattering of light that occurs. Surgical scars are similar
appearing, but fall into typical patterns:

cataract wound external entry near limbus, internal wound
~ 1mm more central

radial keratotomy radial lines, spoke-like in arrangement

arcuate keratotomy arc shaped lines in the periphery

PRK (photorefractive keratectomy)  circular disc of haze in center
of cornea

lamellar keratomileusis circular or horseshoe shaped, partial stromal

(LASIK,ALK) thickness
penetrating keratoplasty circular, full thickness, ~6-9mm diameter,

central, may have radial or continuous
sutures, or scars from them, present
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The formation of corneal folds (above) from thickening of the normal corneal stroma (below). The outer surface of the
cornea prevents shape changes while the inner surface can react by thickening and folding.
(Figure 15a)
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A = make this one unit for the height of the fold over the baseline
B = five units for the thickness of the corneal baseline

Therefore, A/B = the fold's proportion of corneal thickness.
Therefore, 1/5= 0.2 or 20%, so the fold increases corneal thicknessby 20% over baseline.

Clear and

Compact: no folds seen

Trace: 0-10% of baseline
Mild: 11-15% of baseline
Moderate: 16-25% of baseline
Severe: >25% of baseline

Approach to grading the severity of corneal folds. Sample calculation above and standardization scale
for categorizing fold severity below.
(Figure 15b)
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Descemet’s M embrane and Endothelium

The deepest layer on the concave surface of the cornea is that of Descemet’'s and the
endothelium. Normally it is optically clear. Descemet's membrane is a thin, tough, membrane
between the stroma and the endothelial cell layer. Generally, Descemet’s and the endothelium are
seen together and not separately. The endothelium does not detach separately from Descemet's.
Separation of Descemet’s membrane and the endothelium from the stromais called a Descemet’s
detachment. Slit beam examination will show a separate membrane that seems to come from the
back surface of the cornea and is continuous with the endothelium and Descemet’s. The location
and percent of total corneal area should be reported. Occasionally, if very carefully examined at
high power, the endothelial cells can be seen by specular reflection. Guttae (You may also see
the word guttatae, the incorrect plural, in common use. Gutta is the singular form) can also then
be identified as individual or multiple dark spots in the endothelial cell mosaic. These are
localized enlargements (excrescences) of Descemet’'s membrane tissue. Each may be the size of
one, several or a dozen endothelial cells. They may also be isolated (single) or confluent
(multiple, side by side). A central concentrated area of guttae, becoming more diffuse in the
periphery, generally indicate Fuchs endothelial dystrophy. This dystrophy causes corned
thickening and decompensation, frequently requiring corneal transplantation. As such, use of this
tissue is contraindicated. Pseudoguttae look like guttae while the tissue is at or near 4°C, but
disappear at room temperature. Their origin is thought to be from endothelial swelling. Snail
tracks and stretch marks or striae are terms given to stress lines that appear at the level of
Descemet’s and the endothelium. They are thought to be caused by traumatic stretching or folding
of the cornea which causes detachment of the endothelia cells. Red blood cells (RBC'’s),
precipitates of white blood cells (keratic precipitates or KP), pigment debris and particulate
contaminants may all be seen on the endothelial surface. Depending on their shape and orientation
they may be dark or bright when viewed by specular techniques.
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Media

79




Optisol
Chondroitin Sulfate Dextran
Corneal Storage Media

pH Color Reference in Corneal Viewing chamber Only

*7 pH Finished Product Specifications—;

7.0 7.25 7.50

P/N: PACARD/NEW

The color chart shows the ranges of pH and corresponding colors.
(Figure 16)




Media Evaluation

The color and clarity of the media should be observed. If the color isyellow rather than a
light orange or pink, the media has a pH <7.0. This may indicate bacterial growth. Glove dust,
blood, and other particulate materials may make their way into the media during harvesting or
preservation. Itisimportant to differentiate acceptable materials (e.g. non-adherent iris fragments)
from foreign materials such as vegetable material, glass, sand or gunpowder. A color chart
showing the ranges of pH and corresponding colors for Optisol® media is shown in Figure 16.
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Specular Microscopy
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The first laboratory specular microscope (courtesy of David Maurice)
(from photo Museum, Rosenwasser, G.O.D., in Mannis, M.J. and Mannis, A.A., eds. Corneal Transplantation:
A History in Profiles, J.P. Wayenborgh, Belgium, 1999)




Specular Microscopy Basics

Since the endothelial cells are one of the most important structures in a donor cornea, their
morphology and concentration must be carefully evaluated. This can be done at the dlit lamp by
atechnique called specular reflection or with a specular microscope. Specular reflection refers to
the viewing of objects that occurs when light is reflected from the interfaces of materials with
different indices of refraction. This occursin amirror like fashion where the angle of incidence is
equal to the angle of reflection. An endothelial cell isdifferent in refractive index than the aqueous
and also Descemet’'s. While most of the light goes through these two transparent layers, about
0.02% isreflected backward to form an image of these structures. The more regular and numerous
the cells are, the better their function isthought to be. Tightly packed, hexagonal-shaped cellswith
little variation in shape and size are considered normal. Cell densities greater than 2000/mm? are
generally accepted as suitable for transplantation.
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The optics of specular microscopy appear unfathomable if viewed as a whole picture
(below). By breaking down the optics to simple geometric surfaces, however, one can easily
understand the principles.

(Figure 17)

The flat surface which acts like a mirror is the easiest to understand. Light which strikes
the surface (bold lines) at a particular angle is reflected from the surface (thin lines) at the same
angle (angle a= angle b).
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(Figure 18)

Thelight is reflected from concave and convex surfacesin asimilar fashion. The difference
is that much of the light is lost by reflecting in directions away from the viewing angle (dotted
lines). The techniques of specular reflection and specular microscopes collect a narrow beam
portion of the reflected light to avoid unwanted bright reflection, which would wash out the image.
Besides the top of convex surfaces, the bottom of concave surfaces, and optically flat (mirror-like)
surfaces, the structures appear dark. The top and bottom points may give rise to a central bright
spot in these types of structures. If the surfaceisvery irregular, the light reflections are relatively
randomly distributed, making the surface appear gray. This is the average of many flat, concave
and convex elements which make up the irregular surface.
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(Figure 19)




Putting all the components together we get a complete view of the surface. Note that many
rays of light get reflected awvay from the observer by the irregularities in the surface, while a few
fromtheflat, mirror-like areas, still reach the observer. Thisiswhat causesthelight and dark areas
in the specular microscopy images.

(Figure 21)

Viewing the cells by specular microscopy allows the evaluation for cell density, variation in
size (polymegathism), variation in shape (pleomorphism) and other factors such asinjury, inherent
disease, and inflammatory or foreign material. Specular microscopic appearance of the cells
varies with temperature, time of preservation, and media. Freshly preserved tissue at room
temperature is most easily evaluated. Refrigerated tissue must be alowed to warm to room
temperature to avoid condensation on the container and to allow cells to resume a near normal
shape. Warming should not be rushed. The tissue should return to refrigeration as soon as
possible.

The cornea should be evaluated as centrally as possible, since this is the area that will
occupy the visual axis. Several systems are available to perform specular microscopy. A “back-
up” method is to perform it with a dlit lamp. Estimates are based on counting 4-5 fixed 0.01mm?
frames or approximately 100 cells.
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Specular Microscopy of Fuchs Endothelial Dystrophy

In Fuchs' endothelial dystrophy the endothelial cells that secrete Descemet’s apparently are
in poor control (metabolically speaking) and cause wart like excrescences to form in groups
primarily in the center of the cornea. The excrescences are known as guttae. Figure 22 shows the
normal endothelial cells (a) as well as the guttae (b). When looking by specular techniques we see
guttae as dark spots which blend with the borders of endothelia cells. The cells may thin while
overlying the excrescences and eventually be absent in the area of the guttae. Figure 23 shows the
origin of the guttae (a) as well as the formation of the specular image.
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Appearance of normal endothelial cells (a) and guttae (b).

(Figure 22)
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Illustration demonstrating appearance, mechanism of formation, and the specular reflection seen with guttatae.
(Figure 23)
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Specular Microscopy by Slit Lamp

Use the highest power available. Mount the tissue in a stable fixture (laboratory three
finger flask clamps work well) for viewing (Figure 9c). Holding or taping the container on the
chin rest may work as well. Swing the dlit beam source to one side at about 45 degrees and the
observing microscope to the opposite direction at 45 degrees. Focus on the endothelial surface and
scan from side to side. A very bright reflex will be seen coming from the endothelium. If the
beam is coming from your left, look just to the right of the bright reflex. If the beam is coming
from the right, look to the left of the reflex. When you see the dim reflex, focus back and forth
until you see the cell mosaic in the dim reflex. Depending on the number of cellsin thefield, you
can estimate the cell concentration. The power of the magnification and field size differ with
brands and models of dlit lamps. Comparing specular microscope results to the dlit lamp specular
reflection mosaic will allow you to accurately estimate cell counts.
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(Figure 24)

Specular Microscopy with Eye Bank Specular Microscopes

The eye bank specular microscope is designed to allow accurate evaluation of corneal
endothelial cellswhile the corneaisin-vitro in aspecially designed storage chamber. The specific
operating protocol for the specular microscope should be obtained from the manufacturer or their
representative. The basic procedure is to place the storage chamber on the microscope stage (the
holder for the chamber). The chamber can then be positioned to make the light from the
microscope shine on the central corneal endothelium. The chamber can also usually be tilted in
the stage to get the maximum reflected image. Using the microscope stage the X-Y plane
{tabletop} position may also have to be adjusted to maximize the reflected image intensity. Focus
the image and scan the area to find a representative grouping of cells. Look for other pathology
such as guttae, folds, snail tracks, etc. at the same time. Most specular microscopes have a means
of recording the image to count the cell density, evaluate the morphology, and place an image on
the tissue record.
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Fixed FrameAnalysis

Fixed frame analysisis a technique that uses a standard size frame to count the cells. The
frame is used as an overlay, counting all cells within the area, those touching two sides and
excluding the cells that touch the other two sides. One then divides the known area of the frame by
the number of cells. The test is subjective in that the technician must pick a representative area of
cells within the frame, all of which must be readily identifiable so that they can be counted. If the
area of cellsisirregularly shaped or doesn’t fill the “frame”, variable frame analysis can be used.

In the example below of fixed frame analysis the grid is 0.01mm?2. The cells are counted
by marking with a dot for those to be included. The cells touching the left and bottom grids are
counted while those split, but not completely included by the top and right, are excluded. Dividing
the number of cells by the area of the grid gives the cell density. For the example in Figure 25:

[whole cells (18) + partial cells (7)] divided by the frame area = 2500 cellgmm?.

25 cells 100

0.01 mm? X 100

(Figure 25)
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Variable Frame Analysis

Variable frame analysis in specular microscopy refers to the counting of cells using a
variably shaped boundary to outline the counted cells. A computerized planimetry device is used to
measure the area. The device can then divide the area by the number of cellswithin it to arrive at a
cell density. This technique works especially well when the countable areas are irregularly shaped.
The cells still need to be identified manually, generally by “clicking” on each one with the computer
mouse. Since the areais defined by the borders of the cells, none are excluded. The computer then
calculates the area and the number of cellsis divided by the area to give the cell density.

13 cells 200 _ ,
0.005 mm2 X 200 2600 cells/ mm
(Figure 26)

Normal Cell Morphology

The endothelium is usually made up of hexagonal, regular, cells which are roughly uniform
in shape.

(Figure 27)
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Polymegathism

Polymegathism refers to variation in cell sizes. It rarely occurs in isolation without
variationin cell shape. Itisgraded separately astrace, mild, moderate or severe. Note the rosettes
which are seen as very small cells (dark shading) surrounded by much larger cells (light
shading). Rosettes are not a finding specific to a disease, but rather indicate the presence of
polymegathism.

(Figure 28)

Pleomor phism

Pleomor phism (aso known as polymorphism) refers to variation in cell shape or their
deviation from the normal hexagonal shape. By the time these changes are apparent, the variation
in cell sizes (polymegathism) is usually obvious and of at least moderate degree. The polymorphic
cells (light shading) shown below have different numbers of sides than their hexagona
counterparts (darker shading). Polymegathism is also present, with some rosettes seen.

(Figure 29)
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Composite
(Appendix 1 - Figure 1)
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Normal
(Appendix 1 - Figure 2)
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Trace
(Appendix 1 - Figure 3)
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Mild
(Appendix 1 - Figure 4)
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Moderate
(Appendix 1 - Figure 5)
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Severe
(Appendix 1 - Figure 6)
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Endothelial Specular Microscopy  Legend 1-5

Top

Normal endothelium (left and right). Note the uniformity of the cell sizes and shapes. The cells
are predominately hexagona and honeycomb-like in appearance. The variation of cell size is
negligible.

Middle
Swollen endothelial cells (left). The cells have highlights indicating the swelling of the individual
cells. Thereis adry corncob like appearance to the surface, with the surface appearing to have

shrunken inward.

Polymegathism and pleomorphism (right). Endothelial cells show considerable variation in size
(polymegathism) and shape (pleomorphism).

Bottom

Cells may vary in shape from triangular to nearly round, losing their hexagonal nature. Likewise,
density may vary from very high to very low (left).

An excrescence of Descemet's membrane causes a gutta (singular) to form. Several may coalesce
into a group of guttae (plural) (arrows, right).
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Intact, normal endothelium. Intact, normal endothelium.
(Figure 1) (Figure 2)

Intact endothelium with swollen cells Folds with pleomor phism and polymegathism
(Figure 3) (Figure 4a)

Folds with pleomor phism and polymegathism Dark spots confirmed to be guttae
(Figure 4b) by scanning electron microscopy
(Figure 5)

Endothelial Specular Microscopy
(Appendix 2 - Figures 1-5)
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Endothelial Specular Microscopy L egend 6-11

Top

Small clusters of guttae on a low cell density cornea (left). Random lysed cells noted within a
relatively high density endothelium (right).

Middle

Random lysed cells (arrows, left). Striae (snail tracks, stress striag) appear as dark excavated
appearing lines (right).

Bottom

Traumatic endothelial damage due to blunt trauma during a motor vehicle accident (left). An
example of polymegathism in arelatively high endothelial cell density cornea (right).
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Dark spots confirmed to be guttae Dark spots confirmed to be lysed cells
by scanning electron microscopy by scanning electron microscopy
(Figure 6) (Figure 7)

Dark spots confirmed to be lysed cells Donor endothelium bisected by a dark stress line
by scanning electron microscopy (endothelial striae) probably caused by bending and
(Figure 8) trauma during corneal excision
(Figure 9)

Damaged donor endothelium due to trauma. Intact donor endothelium with mild polymegathism
Donor involved in motor vehicle accident (Figure 11)
with obvious external trauma to the orbit
(Figure 10)

Endothelial Specular Microscopy
(Appendix 2 - Figures 6-11)
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Endothelial Specular Microscopy Legend 12-17

Top

Mild polymegathism (left) and moderate polymegathism (right).
Middle

M oderate polymegathism (left) and severe polymegathism (right).
Bottom

Examples of severe polymegathism (left and right).
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Intact donor endothelium with mild polymegathism Intact donor endothelium with moderate polymegathism
(Figure 12) (Figure 13)

Intact donor endothelium with moderate polymegathism Intact donor endothelium with severe polymegathism
(Figure 14) and pleomorphism
(Figure 15)

Intact donor endothelium with severe polymegathism Human endothelium in vivo with severe polymegathism
and pleomorphism due to long term contact lens wear
(Figure 16) (Figure 17)

Endothelial Specular Microscopy
(Appendix 2 - Figures 12-17)
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Epithelial Defect

Donor tissue epithelial defect. An epithelial defect on the lower portion of the corneais
seen in the photograph on the left. The dlit beam view seen in the upper right photograph shows
the elevated edges of the epithelium (arrows). The epithelial defect is outlined in black in the
photographs on the lower right.

Epithelial Defect
(Appendix 3 - Figure 1)
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Exposure Keratopathy

Epithelial exposure is seen as a band-like swelling and opacification of the epithelium
where the lids remained open pre- or post-mortem. The photograph on the right shows the area
outlined in black.

Exposure Keratopathy
(Appendix 3 - Figure 2)
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Epithelial Defect and Exposure

Epithelial defect (B) within an area of exposure (A). The epithelial defect is denoted by the
arrowheads. Poor closure of the lids, pre- or post-mortem, is responsible for the shape of the area
involved. This corresponds to the outline of the lid margins. Note the break in the dlit beam as it

crosses the epithelial defect (C). e

Epithelial Defect and Exposure
(Appendix 3 - Figure 3)
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Snail Tracks, Stress Striae

Careless folding of the corneal cap during removal causes snail tracks (top). The middle
and lower illustrations show snail tracks at varying degrees of magnification.

Snail Tracks, Stress Sriae
(Appendix 3 - Figure 4a)
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Electron Microscopy of Snail Tracks

Low (top) to high (bottom) magnification views of endothelial snail tracks. Electron
microscopy shows snail tracks as areas of disruption which appear to have detached endothelial
cells. The detachment of the cells will cause them to die and be lost into the agueous.

Electron Microscopy of Snail Tracks
(Appendix 3 - Figure 4b)
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Pterygium and Snail Tracks

Pterygium, (P), folds (F), and snail tracks(S).

Pterygium and Snail Tracks
(Appendix 3 - Figure 5)
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|nfant Cornea

Infant corneas may show overall shape changes (left) and striae (right) as a result of their
pliability, which is substantially greater than that of adult tissue.

Infant Cornea
(Appendix 3 - Figure 6)
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Donor Rim with Iris

The corneal scleral rim in this picture has been removed with the donor’s iris (left). A
peripheral iridectomy is seen aswell. The dlit beam illuminates the corneaand falls next on theiris

(right).

Donor Rim with Attached Iris
(Appendix 3 - Figure 7)
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Donor with Lens Implant and Iris

The cornea and scleral rim in this picture have been removed with the donor’s iris, as well
as an anterior chamber lens implant, which is positioned in the angle between the iris and the
cornea. Arrows identify the lens optic, haptic and iris (above). The view seen in the lower two
photographs is from behind the cornea with direct illumination (lower left) and retroillumination

(lower right).

Donor Rimwith Lens Implant and Iris
(Appendix 3 - Figure 8)
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Radial Keratotomy

The photograph demonstrates a four incision radial keratotomy in a donor. The incisions
are normally quite deep (90% to nearly full thickness). The arrows indicate the radial incisions.

il

Radial Keratotomy in a Donor Cornea
(Appendix 3 - Figure 9)
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Pterygium

A pterygium is afleshy attachment of conjunctiva which crosses the l[imbus and is attached
to the cornea. When preserved the conjunctiva may appear to float freely above the corneaasis
seen in the photograph. The pterygium is identified by the arrowheads in the photograph and
drawing. If the corneal button to be taken from the donor contains part of the pterygium, the
clarity may not be satisfactory for a successful transplant.

R

Pterygium.
(Appendix 3 - Figure 10)
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PunctureWound in Donor Cornea

Puncture wound in adonor cornea. A morgue technician removing vitreous for toxicol ogy
analysis mistakenly inserted the needle through the cornea rather than the posterior sclera. The
resulting wound may jeopardize the quality of the donor button. The externa entry point is
indicated by the arrow and the balance of the trans-corneal wound by the arrowheads.

A

Puncture Wound in the Corneal Periphery
(Appendix 3 - Figure 11)
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Epithelial Sloughing

Eptihelial sloughing. During preservation the epithelial cells may swell and become
opticaly opague. When the multiple layers of epithelium detach from the corneal surface
sloughing occurs. The area”D” represents an epithelial defect. The sloughed area of epithelium
Is folded back on itself and is outlined by the arows.

[ =

Epithelial Soughing.
(Appendix 3 - Figure 12)
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Gunpowder Foreign Bodies

Gunpowder foreign bodies. The donor tissue shows evidence of gunpowder deposition (G) on
the corneal surface. This has aso caused multiple epithelial defects (E). The presence of the foreign
material as well as the blunt injury that impact delivers may make the tissue unsuitable for use.

Gunpowder Foreign Bodies and Epithelial Defects Due to Impact.
(Appendix 3 - Figure 13)
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Penetrating Keratoplasty

Donor Preparation

Recipient Preparation
Suturing Technique | Il \

A. A scarred cornea about to receive a corneal transplant.

D. Trephining of the recipient from the epithelial side with a suction trephine. The inner trephine rotates
to achieve a measured depth cut.

C. Trephining of the donor button from the endothelial side. The cornea is frequently held by a suction
base. The cut is achieved by plunge cutting (pressure squeezing the corneal donor between the
trephine and base).

D. The patient’s cornea is removed and the donor button is transferred to the recipient bed.

E. Thedonor is sutured to the recipient with interrupted sutures generally of 10-0 nylon.
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F The donor tissueis held in place with four interrupted cardinal sutures.
G. Arunning or many other interrupted sutures are placed to complete the suturing of the transplant.
The sutures are usually left in place for a year or longer to allow healing of the graft host junction.
(Appendix 4 - Figure 1)
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anterior capsule: The capsule of the lens from the lens equator forward.

anterior chamber: The space defined by the cornea and iris anteriorly and posteriorly. Itisfilled
with agueous humor.

anterior chamber angle: The anatomic zone between the cornea and the iris containing the
trabecular meshwork.

arcus:. Also known as arcus senilis. This refers to peripheral clouding of the cornea due to lipid
(cholesteral) near the limbus in what would normally be clear stroma. The density may make it
difficult to determine the depth of the arcus. It generally causes peripheral clouding.

arcuate keratotomy: An arc shaped incision in the cornea which is used to correct astigmatism.

astigmatism: The shape variation in the cornea which causesit to be curved morein one direction
than another (shaped more like a football than a basketball).

Bowman'’s layer: The acellular stromal tissue between the cellular corneal stroma and the
basement membrane of the epithelia cells.

CSVC: Corneal Storage and Viewing Chamber. A container used to store donor corneas and also
view them for specular microscopy.

canthus. The inner or outer corner where the eyelids meet. The media canthus is the juncture
of the lids near the nose. The lateral canthus is the juncture of the lids near the ear.

caruncle: The small conjunctival membrane at the medial canthus that also has sebaceous glands
and occasionally fine hairs.

cataract: A changein thelens proteins which causes adecrease in its clarity. This can occur in the
nucleus (innermost part / nuclear cataract, nuclear sclerosis), cortex (middle part / cortica
cataract, cortical spokes) or in the zone just inside the capsule (the outermost membrane /
subcapsular cataract)

choroid: The layer between the retina and sclera which contains many large and small blood
vessels as well as Bruch’'s membrane. It is supplied by the ciliary circulation from the ophthalmic
artery. It supplies the metabolic nutrients to the retina.

cilia: The eyelashes which grow from the skin side of the lid margin.

ciliary body: A structure of muscular and glandular tissue at the peripheral base of the iris. It
produces aqueous fluid, can contract to cause front to back thickening of the lens for close

focusing, and extends from the root of the iris to approximately the pars plana.

conjunctiva: The thin clear mucosal membrane that contains blood vessels, nerves and glands. It
attaches at the limbus, allows the eyeto move, and separatestheinner orbital structuresfrom the outside.
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cornea: The clear connective tissue membrane which assists in the focusing of light and provides
a smooth anterior optical surface.

Descemet’s fold: The protrusion caused by localized swelling along curved linear paths of the
corneal stroma. The swelling forms aline or ridge referred to as fold in Descemet’s. It represents
thickening of the cornea which causes ridges to form internally at the level of Descemet’s
membrane, since the outer corneal surface cannot change (it is on maximal stretch to form the
anterior corneal surface).

Descemet’s membrane: The tough connective tissue membrane between the posterior corneal
stroma and the endothelial cells. Descemet’s can be repaired and regenerated by the corneal
endothelium.

endothelium: The cellswhich form the innermost layer of the cornea. They prevent agueousfluid
from passing into the corneal stroma by actively pumping the fluid back into the anterior chamber.
This prevents swelling and lack of clarity of the cornea. It is a single layer of cells that is not
capable of reproducing itself. It produces, repairs and can regenerate Descemet’s membrane.

endothelial striae: See snail tracks.
enucleation: Removal of the globe from a donor cadaver.

enucleation spoon: A spoon shaped instrument with a notch cut out for the optic nerve to allow
elevation of the eyeball.

epithelium: The outer surface of the cornea, comprised of 5-6 layers of cells which replace
themselves continuously. It takes approximately 7-14 days for the epithelial cells to mature from
recent products of basal cell division to shedding superficia (surface) cells.

epithelial defect: The absence of a portion of the epithelial layer caused by trauma such as a
corneal abrasion, infection or intrinsic disease.

evisceration: A procedurein which the contents of the globe are removed, leaving only the sclera
shell behind.

excision: Removal of the corneal cap with ascleral rim of tissue from the globe. This can be done
in-situ (from the donor cadaver itself) or in the laboratory (under a vertical laminar flow hood).

forceps. Aninstrument used to pick up tissue. These come in several varieties including smooth
tipped, serrated or toothed, in order of increasing grasping and fixation ability.

fornix: The potential space between the lids and the globe. Normally this space doesn’'t exist

because thelid isagainst the globe. If thelid is pulled avay from the globe, the space can be seen,
and is called the fornix.
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gutta: The wart like excrescences of Descemet’'s which are the primary abnormality seen in
Fuchs endothelia dystrophy. Generally seen on specular reflection or specular microscopy. The
plural is guttae. May be seen in literature as guttata (s) guttatae (pl).

hyperopia: The optical condition of the eye in which images come into focus behind (short eye)
the retina, aso known as far-sightedness.

IOL (intraocular lensimplant): Thisrefersto an anterior chamber lensimplant (placed in front
of theiris) or a posterior chamber lens implant placed in the capsular bag or between the capsular
bag and the posterior iris/ciliary sulcus. Lenses can have an “optic” and “haptics’. The optic is
the central lenticular portion. The haptics are the small loops, either J C, or a variety of closed
shapes which hold the lens in position. In addition, both anterior and posterior chamber lens
implants can be made in a plate form in which the optic is merely the central portion of alarge
plate of rigid or flexible plastic. Occasionally, these implants may be sewn to the iris or sclera.

icterus: The presence of excessive hilirubin, a compound which the body produces during the
breakdown of hemoglobin, at a high level in the blood. This causes a yellowish discoloration of
the skin. It is synonymous with jaundice.

infiltrate: The presence of white blood cells which accumulates in the cornea as an inflammatory
response to infection, exposure or other stimuli. It usualy appears as a white, grey, or sightly
yellowish spot in the corneal epithelium or stroma.

in-situ: Theterm used in eye banking to mean that acomponent of the eye, the corneo-scleral rim,
Is removed without removing the globe.

iris. The color portion of the eye. It variesin color depending on the amount of pigment deposited
on the iris membrane.

irisradial muscles: The spoke like muscles which contract to open the pupil.

iris sphincter: The round sphincter muscle which acts like a purse string to close the pupil.
jaundice: Seeicterus.

keratic precipitate: Also known as KB, they are the accumulation of white blood cells on the
corneal endothelium which arise as a result of inflammatory reactions. They may be seen

singularly or frequently as groups of multiple precipitates.

keratocyte: The basic cell type which is found in the corneal stroma. The keratocytes are sparse
in distribution, occupying less than 5-10 % of the stroma.

keratoplasty: Any tissue-altering surgical procedure on the cornea.

lamellar keratomileusis: The reshaping of a partial thickness layer of the cornea done to change
it's refractive state.
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lamellar keratectomy: The removal of a partia thickness layer of the cornea.

laminar-flow hood: A laboratory device which flowsfiltered air onto a specially enclosed work
surface. Typically, eye banking uses vertical flow hoods, which projects clean filtered air down
onto the work surface. This prevents particulate and microbial contamination, while protecting the
technician from the potential exposure to infectious material being handled.

lateral canthus. The angle formed by the joining of the lids furthest from the midline or closest
to the ear.

lens: The crystalline protein structure, which is normally flexible to allow focusing in the early
years of life. Later, it becomes less flexible, may be cloudy (cataractous) and require removal.

lens cortex: The relatively soft lens material just inside the capsule.
lens nucleus: The inner, harder portion of the lens which has several layers.

lid margin: The lower most edge of the upper lid or upper most edge of the lower lid which
contains the opening of the meibomian glands. It is the location of the junction of the skin and
mucous membranes (mucocutaneous junction).

limbus: The juncture between the cornea and sclera. It is not a separate anatomical structure, but
Is defined as an anatomical transition zone.

medial canthus: The angle of the eyelid opening nearest to the midline or nasal side.

meibomian gland: The sebaceous/oil glands within the eyelid tarsal plates. They release oil onto
the surface of the eye which forms the surface layer of the tear film, preventing evaporation.

meibomian gland orifices. The opening of the sebaceous/oil glands within the eyelid which
anatomically open to the lid margin.

muscle hook: An “L” shaped instrument that is used to locate and grasp eye muscles.

myopia: The optical condition of the eye in which images come into focus in front of the retina
(long eye), also known as near-sightedness.

oblique muscles: There are two oblique muscles, the superior and inferior. The superior arises
above and media to the optic foramen, but tracks forward to a small pulley, the trochlea, in the
superonasal orbit. It then tracks under the superior rectus muscle, back to the superotemporal
posterior globe to insert near the optic nerve. It causes the eye to move downward and laterally on
contraction. The inferior oblique originates from behind the lower orbital margin, tracks
posteriorly, between the inferior rectus and the floor of the orbit, under the lateral rectus, and
inserts laterally and posteriorly on the globe. It tracks forward and attaches near the orbital rim.
Contraction causes the eye to look upward.
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PK: See penetrating keratoplasty

pars plana: The anatomic zone between the ending of the ciliary body posteriorly and the retina
anteriorly.

penetrating keratoplasty: The procedure in which afull thickness button of corneais removed
from the recipient and replaced with asimilar sized or larger button of tissue from a donor.

photorefractive keratectomy: Laser assisted removal of part of the anterior corneal stroma to
change the refractive state of the eye.

phototherapeutic keratectomy: Laser assisted removal of part of the anterior corneal stromato
remove scar tissue from the cornea.

pinguecula: The abnormal growth of conjunctival tissue which occursin the three or nine 0’ clock
meridians at the limbus, but does not cross the limbus.

pleomor phism: Variation of endothelial cell shape, also known as pleomorphism
polymegathism: Variation of endothelia cell size.

polymor phism: . see pleomor phism

posterior capsule: The capsule of the lens from the lens equator posteriorly.

posterior chamber: The portion of the eye posterior to theiris.

pre-corneal tear film: The combination of the mucous which adheres to the cornea, the agueous
tears or water like tears that coat the mucous and the oily tears that float on top of the agueous
tears. It helps to provide a smoothing of the corneal surface and optical clarity as well as

[ubrication.

pseudoguttae: Dark spots on the endothelium seen while the corneais cold which disappear when
the cornea is warmed to room temperature.

pterygium: The abnormal growth of conjunctival tissue which occursin the three or nine o’ clock
meridians at the limbus, which crosses the limbus and grows onto the cornea.

puncta: The opening of the lacrimal drainage system which passively or actively allows tears to
drain from the eyelid surface.

pupil: The opening in the iris which changes in size with response to different light levels. Itis
similar to the aperture in a camera.

radial keratotomy: A surgical procedure in which four, six, eight or more radial incisions are
made in the cornea to reduce myopia.
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rectus muscles: The muscles which act directly up and down or right and left. There are four
rectus muscles, the superior, medial, inferior and lateral.

retina: The membrane which consists of the nerves, pigment layer photoreceptors and supporting
cells that sense the reception of light within the eye.

ring scissors. A scissors which has ring like ends to put your fingers through.

rosette:  The pattern formed when a small endothelia cell is surrounded by larger nearest
neighbor cells, making it appear flower like.

scar: Fibroustissuereplacing th normal tissue destroyed by injury or diseaseThe size, density and
depth of the lesion should always be mentioned in any evaluation. . Any opacity or irregularity of
the cornea which cannot be readily identified as normal anatomy may be included under thisterm.

semilunar fold: One of the folds of conjunctiva that is the transition between the medial canthus
caruncle and medial conjunctiva.

snail tracks: Also known as endothelial stress lines. See stress lines.

specular reflection: The procedure in which the endothelium may be viewed through the dlit
lamp.

speculum: An instrument that spreads tissue apart such as the eyelids to hold them open while a
procedure is performed.

spring scissors.  Scissors which are connected at the end away from the hinge by a spring. The
scissors blades are closed by squeezing the handles together. The scissors open again when the
handles are released.

stroma: The thick central layer of the cornea which is composed of a highly ordered matrix of
collagen fibers. It provides most of the cornea’s strength and optical clarity.

stresslines: Also known as snail tracks or endothelial striae, refer to linear opacities seen at the
level of Descemet’'sendothelium. These represent areas where folding of the cornea has caused
stretching of the endothelium and generally rupture of the endothelium and/or separation from
Descemet’'s membrane.

striae:  Grayish white lines within the stromal substance itself which are caused by swelling
between layers of the corneal stromal collagen. This causes light to scatter from these areas of
localized linear swelling and form “striag”. These may occur anywhere at any depth throughout
the stroma. Also see stress lines, snail tracks or endothelial striae.

tarsus. The cartilage like plate within the eyelids which harbors the meibomian glands and gives
structural support to the lid.
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Tenon’sfascia:  The connectivetissue fasciawhich inserts at the limbus, between the conjunctiva
and the sclera, and covers the globe and muscles. Also known as the episclera.

trabecular meshwork: The meshwork of tissue that allows aqueous fluid to flow from the
anterior chamber into Schlem’s canal which drains the fluid away from the eye.

trephine: A round cutting blade to either mark or cut tissue, such as the cornea or sclera.
uvea: Theirisciliary body and choroid.

zonules: The small fibers that attach the peripheral lens to the ciliary body.
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EBAA MEDICAL STANDARDS

A1.000 Introduction and Purpose

These standards have been developed to assure consistently acceptable levels of quality,
proficiency, and ethics in dealing with eye tissue for transplantation and define the
minimum standards of practice in the procurement, preservation, storage, and distribution
of eye tissue for transplantation and research, as determined by the ophthalmological
medical community.

A1.100 Scope
These standards are intended to apply to any and all aspects of eye banking, to
* |dentification and screening of donors
* Procurement of eye and corneal tissue
» Laboratory processing of tissue, including preservation and
biomicroscopic examination of tissue
* Storage of tissue
* Distribution of tissue for transplantation, research and teaching

These standards shall be reviewed at least annually and revised as necessary to
incorporate current research findings and improved clinical practice.

B1.000 Accreditation
In order for an eye bank to become an accredited member of the Eye Bank Association of
America, it must comply with the EBAA Bylaws and the following:
1. Demonstrate compliance with EBAA Medical Standards.
2. Pass the site inspection by the EBAA Accreditation Board.
3.Demonstrate proficiency in al aspects of eye banking by procuring, processing and
distributing (within the geographic territory it defines as its service area) at least 25
surgical corneas for penetrating keratoplasty annually and provide documentation of
their performance.
4. Certify compliance with applicable Federal and State regulations.

Eye Banks applying for EBAA membership must complete the Membership Application.
Pending approval of the EBAA Board of Directors, the applicant may be accepted for
provisional EBAA membership and will be subject to an on-site inspection within one

year. A provisional member eye bank must complete the accreditation process within

one year after obtaining provisiona statusin the EBAA. Any provisional member eye

bank failing to complete the accreditation process after a site inspection will have until

the time of the next meeting to correct deficiencies and satisfy accreditation

EBAA Medical Standards-July 2003 requirements. If, at the end of this period, the provisional
member eye bank fails to meet accreditation standards, it may not proceed to full membership
with voting rights. Once accredited, an eye bank must be inspected and reaccredited at |east
every three years to maintain accreditation and voting membership in the EBAA.
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B1.100 Eye Bank Inspection
The Accreditation Board of the EBAA shall be responsible for inspecting member
Eye Banks as outlined in the written procedures of the Board.

Accreditation and reaccreditation site inspections shall be scheduled following
written notification of the impending inspection. Unannounced inspections may
be conducted should an allegation of violation of Medical Standards be made to
the Accreditation Board, or should the results of inspections by official agencies
indicate violation of Medical Standards. Failure to permit an inspection will result
In suspension or revocation of an eye bank’s accreditation.

Demonstration of proficiency in any and all aspects of eye banking may be
required during the site inspection and of any or all technical personnel.

B1.200 Inspections by Official Agencies

Any written documentation of observations, findings, or results (including but not limited to
FDA Form 483) received by an eye bank which are related to any inspection by an official
agency shall be sent to the Chair of the Accreditation Board within ten (10) business days of
receipt. The Chair of the Accreditation Board shall be copied on all future related
correspondence.

C1.000 Personndl and Governance

C1.100 Director

All policies and procedures of each eye bank shall be under the supervision of a Director
appointed by the eye bank’s Board of Directors, Board of Regents or other governing body. The
Director shall be responsible for all administrative operations including compliance with these
standards.

The Director shall be the individual responsible for the day-to-day operation of the Eye Bank. It
Isthisindividual’s responsibility to carry out policies of the Eye Bank’s Board, to determine
what tissues are to be collected, and to prescribe clinically acceptable means for their processing,
quality control, storage and distribution.

The Director, if not a physician, shall consult with the Medical Director, as well as other medical
and legal authorities, in carrying out prescribed responsibilities as necessary. These consultations
shall be documented and made available for EBAA Medical Standards-July 2003 review during
a site inspection.

The Director shall provide all staff members with adequate information to perform their duties
safely and competently. Delegation of responsibility for the clinical work of the eye bank shall
be as follows:

C1.200 Medical Director

The Eye Bank must have a Medical Director. When the Medical Director is not available, a
back-up Medical Director shall be designated who is capable of fulfilling the responsibilities of
the Medical Director on an interim basis.
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The Medical Director must be an ophthalmologist who has completed a corneal fellowship or
who has demonstrated expertise in external eye disease, corneal surgery, research or teaching in
cornea and/or external disease. If the Medical Director has not served a corneal fellowship,
then the eye bank must have and document a consulting relationship with an ophthalmologist
who has.

Each Medical Director and co-directors of each member eye bank or physician of a non-member
bank who provides verification of competency for tissue procurement and preservations, shall
attend the Medical Directors Symposium at the annual meeting of the EBAA at |least once every
three years and a Medical Advisory Board meeting once every three years. A newly appointed
Medical Director shall attend a Medical Directors Symposium and a Medical Advisory

Board Meeting within one year of appointment, unless a Co-Medical Director has fulfilled the
requirement. The eye bank shall provide written documentation of such attendance at the time of
the eye bank site inspection.

The Medical Director shall oversee and provide advice on all medical aspects of the Eye Bank
operations. These include but are not limited to:

1. Formulation, approval, and implementation of medical policies and procedures.

2. Participation in training and oversight of technical staff with regard to tissue procurement,
tissue preservation and tissue evaluation.

3. Participation in establishment and operation of a quality assurance program.

4. Responsibility for verification of competency for tissue procurement and preservation by
personnel applying for CEBT certification.

The Medical Director may delegate responsibility for tissue procurement, preservation, and
tissue evaluation to qualified eye bank personnel; however, the Medical Director shall ensure
that the eye bank operates in compliance with the EBAA Medical Standards. Ultimate
responsibility for the suitability of each tissue for the transplantation in patients rests with the
transplanting eye surgeon.

An eye bank has three months to replace a Medical Director who has resigned.

C1.300 Technical Staff

The Director shall appoint technical staff and ensure that staff has the appropriate qualifications
and training for the performance of their job responsibilities. The Director shall ensure that there
are a sufficient number of qualified eye bank technicians and supportive technical staff to
promptly and proficiently perform all eye bank laboratory tests and procedures.

Each eye bank must have at least one EBAA certified technician in a supervisory role. If the
medical director fulfills this role, he or she must pass an EBAA Technician Certification exam
and maintain that certification. For non-certified technicians, the eye bank Executive Director or
Medical Director must designate in writing those nonphysician technicians who are qualified
and authorized to perform eye bank laboratory procedures.
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An eye bank has six months in which to replace the EBAA certified eye bank technician in a
supervisory role. The EBAA office and the Chair of the Accreditation Board shall be notified in
writing of the lack of an EBAA certified technician in a supervisory position. If a six month
deadline cannot be met, an extension can be granted under the following circumstances:

a) the eye bank submits appropriate evidence of its intent to comply with this standard,

b) a consulting relationship is established with the Technical Director (CEBT) of an accredited
eye bank, and c) the non-CEBT technician in charge in the interim has demonstrated satisfactory
proficiency to the eye bank’s Medical Director.

C1.400 Change in Governance

An eye bank that undergoes a change in governance must notify the EBAA office and the Chair
of the Accreditation Board (in writing) within 30 days. Changes in governance include merger of
eye banks, affiliation of two or more eye banks, affiliation of an eye bank with another non-eye
bank organization (E.G. tissue banks, organ procurement organizations, hospitals, blood banks,
etc.), a change in the name of the eye bank, or a change in required personnel, i.e. Director,
Medical Director.

C2.000 Training, Certification, and Continuing Education of Technical Personnel
An eye bank must provide an orientation program for each new technician and the employee’s
participation must be documented.

An eye bank must provide educational opportunities such as in-service training programs,
attendance at meetings, seminars, and workshops for all technical personnel, including
laboratory supervisors, at afrequency that is defined and reasonable for the size and needs of
the technical staff.

For an eye bank technician to receive EBAA Certification, he or she must pass the EBAA
Technician Certification examination. To sit for the examination, the eye bank technician must
be employed by a transplant organization and be recommended by the Executive Director or a
physician meeting the requirements of a medical director, as outlined in Section C1.200. A
passing grade in the written exam will result in EBAA certification, provided that the
appropriate fees have been paid. An EBAA certified technician must renew his or her
certification at least once every three years by documenting the specified minimum number of
continuing education units (CEU’s) which have been approved by the EBAA Continuing
Education Committee. To maintain certification, a technician must attend an EBAA meeting at
least once every three years.

All EBAA accredited eye banks must have one Certified Eye Bank Technician (CEBT) attend an
EBAA sponsored skills workshop once every three years. Each eye bank shall ingtitute and
document an in-house technician skills review and training for al technical staff on an annual basis.

C3.000 Facilities

Each eye bank must have sufficient space, equipment and supplies to perform the volume of
laboratory services with optimal accuracy, efficiency, sterility, timeliness and safety. The EBAA
office and the Chair of the Accreditation Board shall be notified of the relocation of an eye bank.
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C3.100 Eye Bank Laboratory

The laboratory must be a separate area with limited access in which activities directly related to
eye banking are carried out. The laboratory shall have a sink with a drain and running wate.
There must be adequate counter space for preparation of donor material. The room including
walls, floor and sink must be kept clean at all times. Appropriate documentation of regular
laboratory cleaning schedules must be maintained and kept on file for a minimum of three years.

Each eye bank laboratory must have an adequate stable electrical source and a sufficient number
of grounded outlets for operating laboratory equipment.

C3.200 Equipment, Maintenance and Cleaning

Each eye bank laboratory shall have arefrigerator with a device, visible without opening the
refrigerator, for recording temperature variations. The temperature recording device should
reflect the temperature of the stored tissue under normal storage conditions. Temperature
variations must be recorded daily and remain within the range of 2 to 60 Celsius. These records
must be kept for a minimum of three years. The refrigerator’s continuous temperature recorder
must be calibrated against an NIST standard thermometer (or for Eye Banks outside the
U.S.A., astandard thermometer as defined by their countries' regulatory agencies) at least once
ayear. The refrigerator shall be maintained for the use of tissue and tissue storage media and
must contain clearly defined and labeled areas for all tissue stored, i.e., quarantined tissue,
surgical tissue awaiting distribution, and research tissue. Eye banks must detail required
refrigerator cleaning intervals and documentation in their Policies and Procedures manual.

A laminar airflow cabinet or hood is required for the preservation of any ocular tissue in the
laboratory. The LFH must be cleaned before and after each use and at regularly scheduled
intervals to prevent cross contamination.

In the event of a power failure, there must be provision for immediate notification and action to
be taken, which may include an emergency power supply to maintain essential refrigeration.

Appropriate maintenance and accreditation records must be maintained on each piece of
equipment. These records must show dates of inspection, performance evaluations and any
mai ntenance procedures or repairs performed. These records must be kept at least three years.

The eye bank must include in its procedures manual, the monitoring, inspection and cleaning
procedures and schedules for each piece of equipment. Documented cleaning schedules for
laboratory equipment must be kept on file for a minimum of three years.

C3.300 Instruments and Reagents

Adeguate instrumentation must be available to provide for sterile removal of whole eyes and
corneas. Instruments must be inspected frequently enough to assure that they function properly.
An eye bank that uses autoclave to sterilize its instruments shall adhere to the maintenance
procedures for autoclaves as recommended in the Association for the Advancement of Medical
Instrumentation (AAMI) Standard 42:1998—" Steam sterilization and sterility assurance using
table-top sterilizers in office-based, ambulatory-care, medical, surgical, and dental facilities. The
eye bank must outline these steps in its procedure manual. The solution used to clean the
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autoclave shall be recommended by the CDC. Annual certification to validate temperature,
pressure and time shall be performed and documented. Records of all of the above activities
shall be documented and retained for at least three years. If instruments are sterilized outside of
the eye bank, the eye bank shall provide documentation of appropriate sterilization.

All sterilized instruments, supplies and reagents, such as corneal preservation medium, must
contain sterilization dates, method or appropriate expiration dates that are current at al times if
applicable.

C3.400 Procedures Manual

Each eye bank shall maintain its own procedures manual that details all aspects of its specific
retrieval, processing, testing, storage, distribution, and quality assurance practices. Each
procedure must be initially approved, signed, and dated by the Director and Medical Director. An
annual review of each eye bank’s procedure with signing and dating by the Director and Medical
Director is required. Each eye bank must maintain copies of each procedure it uses and the
length of time the procedure was in use.

C3.500 Satellite Laboratories

Satellite laboratories that either process or distribute tissue must have a certified technician and
be supervised by and have access to a qualified Medical Director or his/her delegate. Such
satellite laboratories must be inspected as part of the accreditation process of the parent bank.

C3.600 Infection Control and Personnel Safety

Written safety procedures for the eye bank operation shall be established in compliance with the
Occupationa Safety and Health Act (OSHA Act) of 1970 and the 1991 amendments to Part
1910 of title 29 of the Code of Federal Regulations, Subpart Z and/or applicable state statutes,
which may supersede. For Eye Banks where OSHA regulations do not apply, written safety
procedures in compliance with the relevant regulatory agencies are an acceptable substitute.

All eye bank personnel must operate under the current Universal Precautions for health care
workers issued by the Centers for Disease Control (CDC) of HHS.1 These written procedures
must be included in the eye bank’s procedure manual.

C3.700 Waste Disposa

Human tissue and waste items shall be disposed of in such a manner as to minimize any hazard
to Eye Bank personnel and the environment and to comply 1 On December 6, 1991, the
Occupationa Safety and Health Administration (OSHA) of the U.S. Department of Labor
(DOL) published its final rules regulating worker occupational exposure to bloodborne
pathogens, including but not limited to hepatitis B virus (HBV) and human immunodeficiency
virus (HIV). These regulations went into effect March 6, 1992, and make employers responsible
for providing and ensuring safe working conditions in all work settings. See the December 6,
1991, Federal Register, Vol. 56, no. 235. with state and federal regulations. Dignified and proper
disposal procedures shall be used to obviate recognizable human remains and must be
documented.
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D1.000 Donor Screening

All donors must be identified by name. All prospective donors shall undergo a thorough physical
examination as close as possible prior to donation with special attention to physical signs of HIV
disease, infectious hepatitis, and injecting drug use. Each eye bank shall have a consistent policy
for conducting and documenting this examination. Each eye bank shall also have a consistent
policy for examination and documentation of the prospective donor’s available medical record
and death investigation. Review of all available records on each donor shall be performed by an
individual who is qualified by profession, education, or training to do so, and who is familiar
with the intended use of the tissue.

Medical and social history are important aspects of donor evaluation. Adequate donor
evaluation includes:
(1) serologic testing (see Section G1.200)
(2) physical assessment of the donor (see above paragraph)
(3) tissue evaluation (see F1.000)
(4) donor history evaluation: this must include the donor’s name and donor
information obtained from at least one of the following:
a) pathologist or medical examiner physical assessment of death report
b) police investigation report (accompanied by a and/or c)
c) medical examiner’s investigative report
d) family interview
€) medical record or hospital chart
f) treating physician interview
(5) medical director oversight to review any donor information where
guestions arise in the above areas (C1.200). This shall be documented.

D1.100 Screening of Donors Must be Conducted for the Following:
D1.110 Tissue from donors with the following is potentially hazardous to eye
bank personnel and requires special handling:

*Active Viral Hepatitis

» Acquired Immunodeficiency Syndrome (AIDS) or HIV seropositivity

* Active viral encephalitis or encephalitis of unknown origin

* Creutzfeldt-Jacob Disease

* Rabies

D1.120 Contraindications
Tissue from donors with the following are potentially health threatening for the recipient(s) or
pose a risk to the success of the surgery and shall not be offered for surgical purposes:

A. Penetrating Keratoplasty
1. Death of unknown cause
2. Creutzfeldt-Jakob disease (CJD), variant Creutzfeldt-Jakob Disease (vCJID), or family
member with CID
3. Death with neurologic disease of unestablished diagnosis
4. Dementia, unless due to cerebrovascular disease, brain tumor, or
head trauma. Donors with toxic or metabolic-induced-dementia may be acceptable pending
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documentation of consultation with the Medical Director. The approval of the Medical
Director is required.

5. Subacute sclerosing panencephalitis

6. Progressive multifocal leukoencephal opathy

7.Congenital rubella

8. Reyes Syndrome

9.Active viral encephalitis or encephalitis of unknown origin orvprogressive encephal opathy

10. Active septicemia (bacteremia, fungemia, viremia)
11. Active bacterial or fungal endocarditis

12. Active vira hepatitis

13. Rabies

14. Intrinsic eye disease

a. Retinoblastoma

b. Malignant tumors of the anterior ocular segment or known adenocarcinoma in the eye of
primary or metastic origin

c. Active ocular or intraocular inflammation: conjunctivitis, keratitis, scleritis, iritis, uveitis,
vitreitis, choroiditis, retinitis

d. Congenital or acquired disorders of the eye that would preclude a successful outcome for the
intended use, e.g., a central donor corneal scar for an intended penetrating
keratoplasty, keratoconus, and keratoglobus

e. Pterygia or other superficial disorders of the conjunctiva or corneal surface involving the
central optical area of the corneal button

15. Prior intraocular or anterior segment surgery

a. Refractive corneal procedures, e.g., radial keratotomy, lamellar inserts, etc.

b. Laser photoablation surgery is alowed to be used in cases of tectonic grafting and posterior
lamellar procedures.

c. Corneas from patients with anterior segment (e.g., cataract, intraocular lens, glaucoma
filtration surgery) may be used if screened by specular microscopy and meet the Eye Bank’s
endothelial standards.

d. Laser surgical procedures such as argon laser trabeculoplasty, retinal and panretinal
photocoagulation do not necessarily preclude use for penetrating keratoplasty but should be
cleared by the medical director.

16. Leukemias

17. Active disseminated lymphomas

18. Hepatitis B surface antigen positive donors (as specified in Section G1.230)

19. Recipients of human pituitary-derived growth hormone (pit-hGH) during the years from
1963-19852

20. HTLV-I or HTLV-II infection

21. Recipient of non-synthetic dura mater graft

22. Hepatitis C Seropositive donors

23. HIV Seropositve donors (as specified in Section G1.220)

24. HIV or high risk for HIV: Persons meeting any of the following criteria should be excluded
from donation:
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Behavioral/History Exclusionary Criteria: (FDA Guidance for Industry, July 1997)

a. Men who have sex with another man in the preceding 5 years.

b. Persons who have injected drugs for a nonmedical reason in the preceding 5 years including
Intravenous, intramuscular, or subcutaneous injection of drugs.

c. Persons with hemophilia or related clotting disorders who have received human-derived
clotting factor concentrates.

d. Men and women who have engaged in sex for money or drugs in the preceding 5 years.

e. Persons who have had sex in the preceding 12 months with any person described in items
a-d above or with a person known or suspected to have HIV, hepatitis B, or hepatitis
C virus infection.

f. Persons who have been exposed in the preceding 12 months to known or suspected HIV,
HBV and/or HCV-infected blood through percutaneous inoculation or through contact with
an open wound,non-intact skin, or mucous membrane.

g.Inmates of correctional systems (including jail and prisons) and individuals who have been
incarcerated for more than 72 consecutive hours during the previous 12 months.

h. Persons who have had close contact with another person having viral hepatitis within the 12

months preceding donation.

I. Persons who have had or have been treated for syphilis or gonorrhea during the preceding
12 months.

]. Persons within the last 12 months of donation have undergone tattooing, acupuncture, ear or
body piercing in which shared instruments are known to have been used.

Specific Exclusionary Criteria for Pediatric Donors:

k. Children meeting any of the exclusionary criteria listed above for adults should not be listed
as donors.

|. Children born to mothers with HIV infection or mothers who meet the behavioral or
laboratory exclusionary criteria for adult donors (regardless of their HIV status) should not
be accepted as donors unless HIV infection can be excluded in the child as follows:
Children >18 months of age who are born to mothers with or at risk for HIV infection, who
have not been breast fed within the last 12 months, and whose HIV antibody tests, physical
examination, and review of medical records do not indicate evidence of infection can be
accepted as donors.

m.Children <18 months of age who are born to mothers with or at risk for HIV infection or
children of mothers with or at risk of HIV infection who have been breast fed within the past
12 months should not be accepted as donors regardless of their HIV tests results.

Laboratory and Other Medical Exclusionary Criteria:

n. Persons who cannot be tested for HIV infection because of refusal, inadequate blood samples
(e.g. hemodilution that could result in false-negative tests), or any other reason.

0. Persons with repeatedly reactive screening assay for HIV-1 or HIV-2 antibody regardless of
the results of the supplemental assays.

p. Persons whose history, physical examination, medical records, or autopsy reports reveal
evidence of:

» HIV infection or high-risk behavior, such as a diagnosis of AIDS, unexplained weight |oss,
nights sweats, blue or purple spots on the skin or mucous membranes typical of Kaposi's
sarcoma, unexplained lymphadenopathy lasting >1 month, unexplained temperature>100.5 F

155




(38.6 C) for >10 days, unexplained persistent diarrhea, unexplained persistent cough or
shortness of breath, or opportunistic infections.

» Hepatitis B or C infection, which could include clinical signs and symptoms of hepatitis
such as unexplained yellow jaundice or hepatomegaly (record of laboratory data such as
alanine aminotransferase (ALT), aspartate aminotransferase (AST), Bilirubin or prothrombin
time may assist in making a donor suitability determination).

25. Smallpox Vaccine Exclusionary Criteria
a. Smallpox vaccination without complications
Potential donors who received the smallpox vaccine without complications shall be deferred
until after the vaccination scab has separated and the vaccination site appears to be healed
and not inflamed, or for 21 days post-vaccination, whichever is the later date.

b. Smallpox vaccination with complications that have resolved
Potential donors who received the smallpox vaccine and developed complications that have
resolved shall be deferred for 14 days after all vaccine complications have completely
resolved, or for 21 days post-vaccination, whichever is the later date.

c. Smallpox vaccination with complications that have not resolved
Potential donors who received the smallpox vaccine and developed complications that have
not resolved shall be deferred.

d. Symptomatic contacts of recipients of smallpox vaccine
Potential donors who have had contact with someone who has received the smallpox vaccine
shall be deferred in cases where the donors have had recognizable signs or symptoms
attributable to the virus within 14 days prior to donation.

B. Lamellar or Patch Grafts

Criteria are the same as listed for penetrating keratoplasty except that tissue with local eye
disease affecting the corneal endothelium or previous ocular surgery that does not compromise
the corneal stroma, e.g., aphakia, iritis, is acceptable for use.

C. Epikeratoplasty

Criteria are the same as listed for penetrating keratoplasty except that tissue with local eye
disease affecting the corneal endothelium, e.g., aphakia, iritis, is acceptable for use. Death to
preservation time may be extended.

D. Scleral Tissue

Criteria are the same as listed for penetrating keratoplasty except that tissue with local eye
disease affecting the corneal endothelium, e.g., aphakia, iritis, is acceptable for use. Death to
preservation time may be extended.

D1.200 Documentation on Donor Information

Donor screening forms and/or copies of medical charts, medical examiner or coroner review
forms and gross autopsy results must be completed and retained on all donated eye tissue as part
of the donor record. See Section L 1.000.
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A unique donor identifying number, i.e, medical examiner or coroner case number, hospital
medical record number, social security or driver’s license number, shall be obtained and recorded
in the donor record.

D1.300 Method of Consent

Documentation of legal consent for enucleation or in situ excision is essential for medical-legal
reasons. Consent procedures and forms must conform with state law and documentation for
consent must be retained. In medical examiner's/coroner’s cases, the eye bank shall adhere to the
consent regulations specified by the medical examiner’s or coroner’s legislation in its state. In
each case the consent designation and restrictions, if any, must be adhered to and cannot be
altered without the witnessed resigning or redesignation of the legally appropriate consenter.

D1.400 Donor Age

Since no definite relationship has been established between the quality of donor tissue and age,
the upper and lower age limit is left to the discretion of the Medical Director.

D1.500 Interval Between Death, Enucleation, Excision and Preservation

Acceptable time intervals from death, enucleation or excision to preservation may vary
according to the circumstances of death and interim means of storage of the body. It is generally
recommended that corneal preservation occur as soon as possible after death. All time intervals
for each donor, i.e., the time of death to the time of enucleation and preservation and/or the time
to corneal excision, shall be recorded. If the donor has been refrigerated prior to enucleation or
in situ corneal excision, thisinformation shall be noted. The time that cooling of ocular tissues
and/or refrigeration of the body was begun shall be recorded.

D1.600 Eye Maintenance Prior to Enucleation

The prospective donor’s corneal integrity should be maintained. Recommended procedures for
eye maintenance shall be found in the procedures manual. Each individual eye bank’s procedure
is left to the discretion of the Medical Director and shall be clearly documented.

D1.700 Living Donors

Eye tissue that is removed and processed for surgical use from aliving donor shall have the
same standards applied as for all cadaveric tissue, e.g., the same donor medical history shall be
obtained, the same records, serology, etc. No extended quarantine period, outside the usual 24-48
hours for serology results, shall be required for corneal tissue used for transplantation that is
stored in short or immediate term culture medium.

E1.000 Procurement and Preservation Procedures

Specific procurement procedures can be found in the EBAA Procedures Manual. EBAA
Procedures Manual is used as a Guidance Document. This manual is periodically reviewed and
modified as necessary by the Technician Education Committee. Revisions and modifications are
approved by the Medical Advisory Board. The Medical Director and Director are responsible for
assuring that eye bank personnel comply with all applicable procedures for the procurement and
preservation of tissue.
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E1.100 Enucleation Procedure
Ultimate responsibility for personnel to perform enucleation rests with the Director, the Medical
Director and existing state law.

E1.200 In Situ and Laboratory Removal of Corneoscleral Rim

Removal of the corneoscleral rim shall be performed using sterile technique by individuals
specifically trained in in situ retrieval and/or laboratory removal of the corneoscleral segment.
Laboratory removal must be performed with alaminar air flow hood or cabinet which meets
either Federal Standard 209(b) as a Class 100 Hood or National Sanitation Foundation (NSF)
Standards as aClass |1 or Class |11 cabinet, or in an operating room. For in situ corneal removal,
the eye shall be examined with the use of a penlight prior to excision.

E1.300 Use of Short or Immediate Term Preservation Medium

Eye Banks shall use an appropriate corneal storage medium that has been manufactured in
accordance with FDA Good Manufacturing Practices. The medium shall be used and stored
according to the manufacturer’s recommendations for temperature, date and other factors. The
manufactured medium purchased and shipped to the eye bank shall be inspected for damage
upon arrival. The lot number of medium used for each cornea shall be recorded on the tissue
report containing the unique I.D. number of the tissue to allow tracking and recall.

E1.400 Long Term Preservation

Some eye banks employ long-term preservation of corneal tissue, such as organ culturing. While
these methods are not in widespread use, an eye bank that uses long-term preservation shall
carefully document the procedure in their procedures manual, and adhere to rigid aseptic
technique

E1.500 Whole Globe Preservation

Eye banks that preserve and store whole eyes for lamellar or refractive keratoplasty shall employ
aseptic practice using one of the preservation methods such as moist chamber at 2-6 degrees
Celsius, frozen at O degrees Celsius, or some other method approved by the eye bank’s Medical
Director. Details of the preservation method must be documented in the eye bank’s own
procedures manual.

E1.600 Scleral Preservation

There are various methods of preserving sclera, including the use of 70% or greater ethyl
alcohol, sterile glycerin, and cryopreservation. Eye banks shall preserve scleratissue asepticaly,
using one of these methods. Details of the preservation method must be documented in the eye
bank’s own procedures manual. A preservation date for scleral tissue shall be indicated.

F1.000 Tissue Evaluation

The ultimate responsibility for determining the suitability of the tissue for transplantation rests
with the transplanting surgeon.
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F1.100 Gross Examination

The corneal-scleral segment shall be initially examined grossly for clarity, epithelial defects,
foreign objects, contamination and scleral color, e.g., jaundice.

F1.200 Slit-lamp Examination

The cornea shall be examined for epithelial and stromal pathology and in particular endothelial
disease. Enucleated whole globes shall be examined in the laboratory prior to distribution and/or
corneal excision. If in situ corneal excision is performed, examination of the donor eye anterior
segment with a penlight or a portable dlit lamp is required. After corneal excision, the
cornealscleral rim shall be evaluated by dlit lamp biomicroscopy, even if the eye donor has been
examined with the dlit lamp prior to excision of the corneal-scleral rim, to insure that damage to
the corneal endothelium or surgical detachment of Descemet’s membrane did not occur.

Document that a slit lamp examination has been performed with particular attention to the
epithelium, stroma, and endothelium such as but not limited to scars, edema, significant arcus,
striae, epithelial defects, guttata, polymegathism, pleomorphism, infiltrates, or foreign bodies.

F1.300 Endothelial Cell Density

Determination of endothelial cell density via specular microscopy (or quantitative light
microscopy for organ cultured corneas) shall be a standard method of corneal tissue evaluation
at all member Eye Banks of the EBAA, effective December 2001. When it isimpossible to
obtain an endothelial cell count, this requirement may be waived on a case-by-case basis by the
Medical Director.

G1.00 Quality Assurance

Each eye bank shall have aformally established quality assurance program. This program shall
include ongoing monitoring and evaluation of activities, identification of problems and
development of plans for corrective actions. The quality assurance program shall include a
monthly review of environmental controls and equipment maintenance. These standards shall
provide the basis for development of the QA program. Each eye bank shall document all aspects
of its QA program and maintain records of all QA activities for a minimum of ten years. These
include corrective or remedial action taken for detected deficiencies. These records shall be
available for review at the time of site inspection.

The eye bank’s quality assurance program shall include a method for the receiving surgeon to
report adverse reactions from the transplantation of corneal, scleral, or other ocular tissue to
the distributing eye bank. The distributing eye bank must forward the adverse reaction
information to the source eye bank, which procured the tissue, which in turn, must forward the
adverse reaction information within 30 days to the EBAA office for review by the Medical
Advisory Board.

A reportable adverse reaction is any communicable or other disease transmitted by and
attributable to transplantation of donor eye tissue, including infection (as manifested by
endophthalmitis, keratitis or systemic viral disease) and biologic dysfunction (such as immediate
endothelial failure, donor corneal dystrophy, or evidence suggestive of prior refractive surgery).
If systemic infectious disease such as HIV, hepatitis or syphilis develops in a recipient, whether
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or not it is suspected to be due to donor tissue, this must be reported to the EBAA. The Medical
Director shall receive and review all adverse reaction reports, documenting any corrective
actions he/she determines are indicated.

G1.100 Quality Control

The Director shall prescribe tests and procedures for measuring, assaying or monitoring
properties of tissues essential to the evaluation of their safety for transplantation, e.g., hepatitis B
surface antigen and human immunodeficiency virus (HIV) antibody, and conform with federal
requirements as well asindividual state laws. Results of all such tests or procedures, together
with evaluations based on these findings, shall become part of permanent record of all tissues
processed.

(G1.200 Testing

Infectious disease testing shall be performed by a laboratory certified under the CLIA. Eye
banks outside the U.S.A. must use a laboratory that is accredited by their own countries
regulatory agencies.

G1.210 Microbiologic Culturing

Culturing of Eye Bank donor eyes may be performed despite the recognition by many that
bacteriologic contamination of donor eyes does not necessarily lead to infection and that
presurgical or surgical cultures may not correlate with postoperative infection if it should occur.
Cultures may be performed either before and/or at the time of surgery.

a. Presurgical Cultures
Eye Banks may elect to perform corneal-scleral rim cultures at the time of corneal
preservation in tissue culture medium. Positive culture reports shall be reported to the
receiving surgeon or recipient eye bank.

b. Surgical Culturing
Each eye bank shall indicate on the information sheet accompanying the tissue for
transplantation whether corneo-scleral cultures were performed prior to distribution. Positive
results in cases of postoperative infection shall be reported to the eye bank that procured the
tissue as well as to the eye bank that distributed the tissue.

G1.220 Serologic Testing

Sections G1.230-G1.270 specify the EBAA required serologic tests which must be performed on
each donor from which tissue is designated for surgical use. A hard copy of serological results
shall be received by the eye bank prior to release of tissue designated for surgical use.

Plasma Dilution Donor Evaluation: Each eye bank shall document on each transplant donor
whether blood loss was known or suspected as determined by the Medical Director or qualified
designee and whether the donor received any infusion/transfusion of crystalloids and/or colloids
and blood. An agorithm meeting FDA regulations shall be used to record infusion/transfusion
volumes given to each donor within 48 hours prior to obtaining the blood sample for serologic
testing on every donor with blood loss, and on every donor age 12 and under receiving any
amount of infusion/transfusion preceding sampling.
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1.1f only colloids and/or crystalloids were administered, and if their total volume exceeds the
donor’s plasma volume, the sample is not suitable for testing.

2.1f only blood (whole blood and/or red blood cells) or a combination of blood, colloids, and
crystalloids were administered, and if the volume exceeds the donor’s blood volume, the
sample is not suitable for testing.

3.When a combination of blood, colloids, and/or crystalloids have been administered,
following the calculation of all transfused/infused administration against blood volume,
calculate the colloids/crystalloids against donor plasma volume. Reject the sample for testing
If either of these calculations exceeds the appropriate volume.

Eye Banks outside of the U.S.A. shall use a plasma dilution algorithm which meets the
requirements of their own countries' regulatory agencies. If no such requirements exist, they
shall use an algorithm which meets FDA requirements.

Banked Autologous blood must be contained in a plasma dilution cal culations, non-banked
autologous blood need not be included.

G1.230 HIV Screening

All member eye banks must have operational an HIV-1/HIV-2 screening program using an FDA
approved test for all donors of surgically designated tissue. To comply with FDA requirements, a
negative screening test must be documented prior to release of tissue for transplantation. Eye
Banks outside the U.S.A. must use atest approved by their own countries’ regulatory agencies.

G1.240 Hepatitis B Screening

All member eye banks must have an operationa hepatitis B screening program using an FDA
approved test for hepatitis B surface antigen for all donors of surgically designated tissue. To
comply with FDA requirements, a negative screening test must be documented prior to the
release of tissue for transplantation.

G1.250 Hepatitis C Screening

All member eye banks must have an operational Hepatitis C screening program using an FDA
approved test for all donors of surgically designated tissue. To comply with FDA requirements, a
negative screening test must be documented prior to release of tissue transplantation. Eye Banks
outside the U.S.A. must use atest approved by their own countries' regulatory agencies.

G1.260 HTLV-I and HTLV-11 Screening
Donor screening for HTLV-1 and HTLV-II is not required.

G1.270 Syphilis Screening
Serologic screening for syphilisis not required.

G1.280 Non-Required Laboratory Results

If laboratory results of non-required or conflicting serologic tests for infectious disease are
reported for tissue for transplantation to the eye bank, they must be taken into account and/or
acted upon by the medical director.

? Eye Banks outside the U.SA. must use a test approved by their own countries’ regulatory agencies.
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All member eye banks must report conflicting serologic test results to the consignee (i.e. the
transplanting surgeon or distributing eye bank), the eye bank medical director, and the EBAA
within 60 days.

(G1.290 Tissue Recall and Tissue Withdrawal

Test results received after release of tissue that indicate arisk for HIV, hepatitis B, or hepatitis C
must be reported to the eye bank medical director, the consignee (i.e. the transplanting surgeon
or distributing eye bank), the EBAA, and the FDA within 60 days. Notification of the consignee
constitutes arecall. The medical director is responsible for determining compliance with
applicable standards and regul ation.

Consignee notification of positive test results for pathogens other that HIV, hepatitis B, or
hepatitis C constitutes a tissue withdrawal and does not require FDA notification.

H1.000 Non-Surgical Donor Tissue

If donor tissue is provided for purposes other than surgery, e.g., research, practice surgery, etc.,
and if that donor tissue is not screened for HIV or Hepatitis, alabel stating that screening for
HIV-antibody, Hepatitis B or Hepatitis C has not been carried out or stating “potentially
hazardous biologic material” or some other designation acceptable under the guidelines of the
CDC must be attached to the container used for the donor tissue storage and/or transport.

11.000 Storage

All surgical tissue shall be stored in quarantine until results of HIV, HBsAg, HCV, and any other
relevant donor screening tests have been recorded as non-reactive. All tissue shall be stored
aseptically at atemperature appropriate to the method of preservation used. Eye banks must
precisely document their procedures for storage of corneal tissue, whether it isin the form of the
whole eye or the cornea only in an appropriate medium.

J1.000 L abeling
Each corneal or scleral tissue container shall be clearly and indelibly labeled to include at |east
the information below.

1. Name of source eye bank.

2. Tissue identification number. There must be a unique identification number for each ocular
tissue or fraction thereof that is distributed for surgical use.

3. Type of tissue.

4.Date and time of donor’s death.

5.Date and time of corneal/sclera preservation.

6. Expiration date for scleral tissue and long-term preserved tissue.

7.A statement that the tissue is intended for single patient application only and that it is not to
be considered sterile.

8. A statement that the tissue was procured from a donor who was non-reactive EBAA Medical
when tested for HIV antibody, hepatitis B surface antigen (HbsAg), and hepatitis C antibody
(HCV).

9. Type of preservation medium.

3The EBAA recognizes the use of neutralization assay or confirmatory tests as scientifically valid.
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K1.000 Distribution of Tissue

K1.100 Review of Donor Medical History

Prior to distribution of tissue for transplantation, the Medical Director or hisher designee shall
review and document that the medical and laboratory information is in accordance with medical
standards.

K1.200 Receivers of Tissue
Tissue shall be distributed to physicians, dentists, institutions and other eye banks.

All tissue sent from EBAA accredited eye banks to eye banks in this or other countries must
comply with the standards defined by the EBAA Medical Advisory Board.

K1.300 Fair and Equitable System

Eye banks shall establish and document a system of distribution that is just, equitable and fair to
al patients served by the eye bank. Documentation of distribution (time and date of requests for,
offers of, and delivery of eye tissue) shall be available for inspection by the Accreditation Board.
Access to tissue shall be provided without regard to recipient sex, age, religion, race, creed,
color or national origin.

K 1.400 Returned Tissue
For corneas returned and redistributed, tissue transportation and storage information must be
documented and made available to the eye bank and transplanting surgeon.

K 1.500 Tissue Recall
Eye banks must have a policy and procedure for potential recall of tissue.

L. 1.000 Documentation to Accompany Donor Tissue

LL.1.100 Tissue Report Form

For special research studies, by recommendation of the Medical Advisory Board and approved
by the EBAA Board of Directors, certain specific data may be masked on the tissue report
form and label. A copy of the tissue report form and/or donor screening form shall accompany
the tissue.

The tissue report shall contain the following:

Name of (Source) Eye Bank

Location of Eye Bank

Telephone Number of Eye Bank

Eye Bank identification number unique to each tissue graft
Type of preservation medium

Age of donor

Cause of death

Death date and time

Preservation date and time
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The time that cooling of ocular tissues and/or refrigeration of the body was begun.
Name of technician who enucleated, excised, and evaluated the tissue

Slit lamp report/date

Specular microscopy report/date

EBAA Accreditation Status of Eye Bank

For amedical examiner tissue procured under legidative consent, a statement shall be added to
advise the receiving surgeon that the tissue was determined to be suitable for transplantation in
the absence of a donor medical history interview. A summary of records reviewed regarding the
suitability of tissue for transplant as described in the FDA Final rule 1270.33(d).

L 1.200 Package Insert Form

A “Package Insert” form that meets the EBAA requirements defined below shall accompany
the tissue for transplantation. This form shall include the following:

1. Recommended storage temperature for specific type of tissue (cornea; sclera; whole
globe). Specific emphasis on DO NOT FREEZE for corness.

2. That the surgeon should check for integrity of the seal and immediately report to the eye
bank any evidence of possible tampering.

3. For corneas in Optisol. That color change per the manufacturer’s guidelines may indicate a
change in pH, in which case the tissue should not be used and a report made immediately to
the eye bank.

4.\Whether pre-surgical microbiologic cultures were performed by the eye bank.

5.The form shall also advise the receiving surgeon that the tissues are delivered with no
warranty as to merchantability or fitness for a particular purpose, and that the receiving
surgeon is ultimately responsible for judging if the tissue is suitable for use.

6. Serologic tests were performed by a CLIA certified |aboratory.

7.The U.S. Food and Drug Administration (FDA) approved tests used for serology are
approved for pre-mortem blood and FDA approved tests for HIV-1, HIV-2, and HBs Ag for
cadaveric blood.

This information may be included on the eye bank’s donor screening form aslong asit is easily
noticed; otherwise a separate package insert form is advised.

L 2.000 Packaging, Sealing and Packing for Transport
Each tissue shall be individually packaged and sealed with a tamper-evident sedl.

Each eye bank shall use a validated packaging method so as to maintain the temperature of the
tissue at an acceptable level while in transit. Packing shall be done so that the package insert and
tissue label do not become wet. Special instructions shall be included on a Package Insert. See
Section L 1.200.

M1.000 Eye Bank Records
M1.100 Length of Storage

All records shall be kept for a minimum of ten years from the date of transplantation/
implantation, distribution or whichever is longer.
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In addition, minimum information to allow donor tissue to be connected to the recipient, shall be
retained perpetualy. This information shall include:

Donor identification

Donor source

Cause of Death

Serology results

Recipient identification

M1.200 Confidentiality

All eye bank records and communications between the eye bank and its donors and recipients
shall be regarded as confidential and privileged.

M1.300 Donor Screening Forms

Donor screening forms shall contain information regarding the circumstances surrounding the
death of a donor and adequate medical history so that the suitability of the tissue for
transplantation may be judged.

M1.400 Minimum Information to be Retained

Forms for retaining donor and recipient information shall be established for permanent record
and shall be readily accessible for inspection by the EBAA Accreditation Board. Eye Bank
records shall include the following minimum information:

See Section L1.000 for information to be included on the Tissue Report Form.
Eye bank identification number unique to each tissue graft
Name of eye bank
Type of preservation medium
Preservation media lot numbers
Unique donor identification number
Name of donor (or if import tissue, name of importing eye bank and their unique ID number)
Age of donor
Cause of death
Death date and time
Enucleation or in-situ excision date and time
Preservation date and time
The time that cooling of ocular tissues and/or refrigeration of the body was begun.
Slit lamp report
Specular microscopy (if done)
Name of enucleator/eval uator/technician
Name of surgeon receiving tissue
Recipient identification readily traceable to each unique graft number (See Section M1.500)
Date, time, method of transportation
Utilization of tissue: i.e., surgical, research, training
Printed results of all EBAA required serologic screening tests
Microbiologic screening results if performed
Microbiologic reports of positive donor rim cultures from the receiving surgeon if reported
Adverse reactions if reported
Documentation that three to twelve month follow-up has been sought
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M1.500 Recipient Follow-Up Information
1. Each eye bank shall retain recipient information from each using surgeon on each surgically
used tissue. This information shall be obtained and retained by the distributing eye bank.
2. This information shall include the following:
Patient’'s name
Unique identification according to the following order of preference:
Social security number
Driver’s license number
Hospital information number
Alien identification
Passport number
Age
Date of Birth
Diagnosis
Name of surgeon receiving transplanting tissue
Date of surgery
L ocation of surgery
Post-operative complications (tissue related)

3.Scleral tissue may be stocked at an institution only if it is for single patient use; the
distributing eye bank must be notified of the recipient information when tissue is used and
must be able to track the tissue.

4. Between three and twelve months postoperatively, each eye bank must seek recipient follow-
up information concerning possible adverse reactions on all tissue distributed.

N1.000 Amendments
These standards may be amended as required.

The Medical Advisory Board shall be charged with proposing amendments to these standards as
medical technology, techniques and information require. A comment period may be provided
prior to the intended effective date.
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O 3% wsed Lot Jesice soneds =1 °C (range 37 - R0 e kel sesti
Trsaue viwtdily wile 1ests of donor blool symzl=s and evaluation o cococal
qualicy a3 perfapmed  Ooce sernlagae ussosancl v wonwal qualine ae
angierel darsir contvnns aae slapgued o Bosgitals Bar grofling.

Precaulion.

e docise oy e alould be disingssed prior B esrision el ihe comes Sbail
Lo uciquees slanzld b applied in the comeal precuremend prescss, and Ui
peneriting keraioplamy provedice Trwa Lo uswe, O waul shald be iospeckad
wanrly, 1w seleion ol e an oraigeged colar. & chnrge of celer frem
poige-aed b peilow shald pelcale a poskibls oilorahind cralamination Lhe
pld o e ol ation ey 1258 Lo olkodine (1l calor ok pl 38 2% 3 wmgering bos
peowied, U ghe seluiusn oppears qacdy anides chaopus coloe, dinast use, wel
pefean Lie woopeacc winl toke manafaziurer for ealeslana wid replossizent.
Comidananljinn Ty cocus oo the msnde wall, O e aecues, the ol slonis be
mised well keloae L

Surage:
C M should e kepl innrefrigerstar af 2* o B°C uobil wses. Do ber store st
'C oor beolowy, sinee salix n the media icay crpstallize al theee beoperaiures,

Tnatraceinn Eur L

Foaesai v pencesr of cumesl sornge;

o0 MHzeabh Coeosval wd puee dee sonsesl Jescripticn Inkelar e wal

I hea e bicgival sabely hoed sl Tniar aie Mowe s ared el die
wad, wid place U o e sehe wolia e inrer Zinzr lwag g
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1. Asepsicaliy vensfer 1he corree b the wnl. hiake sre the cocnea 18
submeTped in the mediun wath be epitislouen Bong down. Avaid gilling
the Muid 1nie the coabicser Huead

d  Heplace ;oo tightee e cap. Place the pretestiae shrink s=2) arcowd cag
it face

5. Hooocal 27 - 800,

For i aitu prondts A tortwal Torame

L. Roefor wo BT 200 al the Fiau imeaie] G ala-nbsidaried nwetbed of peeptic. i
BB CAMTILH =ML

1. Looaan the cap ke he p thrend el the visl

1 Tizinfiscl the doniee epe okl excwse e coeoca

4. dcsepicslly reiooser e WS

5 Lift clue e Sighily up alave the vial

B, Follew alepz 054, ord 5 of the a6 viree pscd s 1o asepticilly Lrursfir ared
slare 1h= cormew

Tar svticval f donor csanee!

Irspeet e stal ol the viad avd qualile of the donor comazn

Tz it znanion reganding the onom eomen an e polisal = Spirt

Brivg the via. cenlaining 1he donnr gmmea ta ks pperaliop, mowen

Tmmediate.y priar n ransplantabsn, Treak Ui seal, o demeeo ared Lick che

cap

5 Carefully nrd genly poue the denar comen alonp, wiln the siompe median
oo w sterile contamner

6 Relouws the canwes wala a pas ol Boepa by baedaed o doe edpe of acleeal
1z CLrangler Die teasde 1o @ deflon ubong Bleck saith e epithelim fncang
el

Lo b=

Cautlom:
The devace o for sogle vse ooly Fodeal Caw (U5A] nesricas tus dapce
W sehe Loy oo G wiiber o o Lecnsed oy siean,

Huw suppliesd.
Chen Miedivm is nvaiable in |5 ml. snd 20 w1, glass vials packiged in
Tones ol L.

Falenls.
TS So%ad0d, Auriralia £53 530, Taiwan N8 A08;, Cureps pnkend groned:
Japan patent grled

Keferences

1 Tl 1 sl ]"rurr:_p.l'n:.l.rrhrfm 0L LT (15
2 Llhenelal Yrarspiendalise B3, G55 9%,
7 [Chen el a2l Veargaiadalism B R0 9%,
4 henet al CVoowan 050 16 (193505

Chen Labursturies, L3TH Rillamwey Coard, Fhocois, barslaod 21137, 1A
AT BT P 4150 -5,
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Optisol-GS

The
Proven
Corneal
Storage
Media

m Gentamicin and
Streptomycin
reduce risk of
endophthalmitis

m Less stromal edema,
fewer Descemet’s
folds

m Enhanced
endothelial cell
preservation

B Reduced epithelial
cell edema

B Reduced corneal
autolysis during
storage

B Minimal rebound
swelling

LWL e - WS

...... ._—__
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ap t‘- s ﬂ !-"" GS Ehondroin Sulate/Dextran Ennaneed Antmicrobial System Comeal Storege Madia

Optiscd-G5 iz @ stenibe, botfered tiesee culime media.
Compamant st
Base Medive Proswsdies Basic maiirsemds lor cal

medium: MEM & Raltance

199 5 Esrie's belanced
B S0kt
. bicarbongte Mairtaing pH

Aabliging: Prewest infection By il bagtana
Geniamicia & Srepmyen e
w Maistaing erudothelial cell wtegriy
Chorslimadin .ﬂ.lduql-#“_zd
Demargeacant Proveats yeveling srtably
hassran Mmm
Aationidusis Newry sikan motabolic Waste,
= qu@i—
Celler: Prandl red Visual e e pil indication
Hﬂhﬁnhmhﬂiﬁn_“ln

HEITE O |
Indications

Oeptisl-G5 = 8 4°C comaal prasarvation medium, It parmits up
10 14 days prisarvation.

Packaging

Dyptisol-G5 is svailabl in boxes of 12 glass vials of Bl sech,

Storage

Oiptizel-65 showld ba stored a8 2-68°C dnot below 0°C) wetil
ety for use. Shalf-Efe ol 4°C & 2 years.

Specifications

Regasding asmatality and pH valie, Dptistl 65 comesponds 1o

the condiSons ol the human comea in sie
Specification Range
pH T0-15
Osmolality 295-355 mOsmykg

pH cober indicator ghows the permissible tamnge of pH vales
PH Color Reference Chart

=i
i
on 5 s

MOTE Abavy colery sre noi gusci, nples el
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Expanding Capabilities of

Dptsal-05 combines o the advantages of (pbised with ihe
antibistic combination, Gentamicin plus Stroptonmyein. This
Dptisol-G5 formulagion was croated bo lurther educe the rigk
for endophthalmitis caused by the moat common stieplococcl
or staphylococci contaminants. iptisol-65 sherd Su e
negaiive arganisma,

Optisol-G5 has demoastraied the capacity (o mamtas & 1'%
activity level Bgaina 10 differen srganisms even alber

12 monghs storage e, The combinatssn gentamicindsepto.
reycin demonatratad grestes inhibtary sciiity than othes
antibiotic combinations, including vancomyem/gentamicin,
gentammicin/penicilin, and pesicilmfsreptomycin, in prechni-
cal studies, see Fig. 1.

In a comprehensive toxicity trial, SEM and TEM studies of
paired human corneas fallowing 5 daye of sloeage in
Optizol-BS showed no todcity, 3H-thymidine mcorporetion
studips domonstrated that the addzion of Soreptomycin = the
effecine antibiotic rangs of 300-1000g/mL does not reduce tha
akslity of the endothelial cells o symiesize D,

s Rt vt L by e

fentpmicn (MY Seraptamyca |50 OM s 5M
er il oF krsbanian

B soep wrans [ S0 spesrmain

Figare | Geatamizin Resstance Sudy
Inhibstory Actity with Combinssan of dnssatics

Antibiotic Stability Study

at4°c
2weeks
& months
12 months
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Bausch & Lomb Surgical’s

Proven Antibiotic Combination Corneal Storage Media

Clinical Trial

Dowtile: masked randomired multicenter clinical trists wors con-
ducied by Qs A Sugar, LE Meyes, and K. Soong of the
Linivarsiby af Michigan, by De J. Gordon, Chiron Visian, by O
J.H. Lass and W.J. Aginhart of Case Wastem Aesarve
Linisargity, by Ors. W. Bowurme and L Maguire of the Maya Cinle,
and Dv. FLA. Morden of tha Lions Eye Bank of New Jersey, te
compais Optiscl” and Dewsal™ and to shudy Opasol-G5. In this
study. 31 paied comnaas were ransplemted inio 62 patiens
mitehsid by dsagreasa and mdication lor penetating keratoplas-
by ieireoparaiively, Dptisol-siored corneas weha significantly
thinmer thae Dexsol- sbanid coimess aMor both cardinal sture
placamant (C5P: (Edmm va. B Tmm; p=0.001) and af the end of
sy (ES: DUE3mm va. 0 B pel.002]; sue Fig. 2 in addition,
{iptizol prosnded axcaben andothokal cell prosenmbon post-
oparatividy at one yeas Opasol mon efectly roduced
comeal auiolyss dureg 4°C siorage.

Dptisal has bosn demonstiated bo markedly redoce sorage-
induced comaal swalling. Suitained cormeal deturgescente
during and sfter preservation are of great clinical imporiance,
privvickng lissen that con be more resdily evalssied by sl
lamp and specular microscopy, and more aasily hendied intra-
aparativoly by thi surgeoe.

Mesn Pavcenr Endonbelial Call Loss
Foslap ] Optisal Dexsad P Value
3 momtha ¥l A6 157 425125 oar
Bmonths M  12AsHWE 10150 (=12
IZmonths 2 3«29 H3IxE0 [ |

Turmes Prasl ieratoplansy
Figure 1 Coensal Thicknesy Evabuation
Dptined
Tiewss: mm (204
(=1 0B 3 D

ES 6« Qum
1day 0T« 00
Td I & Qi
3 menihs LT
§ manths [E YT
1 mvE 055 & QDG
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Performance Summary

B Liss siromal adoma, and lewer Descemet’s loids sllowing
quicker evaluation and seducing endothelial cell lysis an
Doscomets folds.

B Betrer tssise quality dufing storage, with potestial for
improved tissos ralings

B Enhanced andothelisl cell preservition

B Faduced epithatial codl sdema, suggesting batter cel
adhasion and veabibey. ’

W Reduced comeal autalysis during stsrage.

W Essier handiing of tissue during surgeny.

B Minima rebound swalling.

Tise antduotic cormbination, Gentamicin plus Streptomycin, i
larmilated io greatly reduce the occumence of endophthslbm-
b, which it cousad iy the most common Strepiocscci o
Saphylscocc contaminants.

Ir an antimicrobial efficacy Rudy, multiple 20ml. samgles of
Dptisd-65 vwrw ingculated with 0.1mlL of aight déleren
straing of micrebisl sespensions and incubated i o em-

pavature. Tha results of challeage on dey 0 and re-challengs
an diry 7 ore shown i Fg. 3

D
Baya (R « Re-chalismgel
B Eschanchia colk [ Stepiecocenn
Ol optheitssp. [ Aipha mreprococtun
W suor s [ Proprisnatacterium s
(] Staph. epstermetis [ Pr. sersgriess

Faqutn 3 USP Armemicrobial Study

bt [oiaind Wi Vlackem, Lo brwon, B Lsbwar. A Siwee. DL wew R Lam @
Muars L bmsisi W Rese W S TE. Bsgar & Dies B M s o Sram,
U, g Gy vime, 3 ey vl o Oprrasskapy | 100 8 P Tayseniag 00

iCin ey Iracijp Bt e Ml 20 Sibidoms T
1 Oia [ F TR

Thugadain WL g Jawd 19

MR vl bdirny rLardfiid & 0 S b fr 4 b Ll 25 0 Frivecad e el ke e
Lo rehs, T, Mopiat | SaaEr | Sooares, W8 S i) m i 1
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Corneal Viewing Chamber

Tha Comeal Viewing Chambar is o stentined single-use storage dewis dessgned eapecially o reduce the

possibility of tassus damage and contamination, snd facltate sl lamp and specilar microscapic

eagmangion of the eprhelium and endothelium,

The clear viewing chasnbar parmits oagy antesios and postedior vissalration of the whole comea, and the

larpe nledios viewang windos dessgn peemits wider s lemp guing.

The sangle tranahei/single use design of the chambar aliminates the petential for ETD contamination of

resterilized ahaenatiee viswing chambers, and reduces the possibeity of tisses domage and processing
At

Designed and anginesred in canjuscton with the Eye Bank Associstion of America (ERAA) snd Tssus

Banks brtermational [TRIL tha Comeal Viesang Chamber i manufsctored of derabla, 100% bocompatible

PRIMA, 1o minimire potential breabage. It's stable, stackable, iow profie dessgn roduces tipping and

iNCrRE0s SIOTAQ ComwEniance.

Packaging: The product s available in bowes of 12 viewing chambers sach. Shetl-lite is 1 year.

&LOMB oo™

Cmtoener Sereca MREITT

T T T e — Surgiral e meams s

5 Crgyegied P Bnm® Lol oy s A0 gt soaedd TR
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; Optisol -GS

3 Chondritin SulateDatran Cornedl Siorege Mecks Erfencec Argmicobis
] Ciesdeg Ma. SO008-0FT

Description

mm-a&mawia.wmumu.ﬂwmhmmmmm with polpepticas. an
cesmotic: agE! josodran], chorcitin suttans, gentamicin suilste, stmpiomescin, and phancd red ndcrioc
Indications

OPTISCL-GS & 8 bocompatible, snhareed fissue cultuns mada for stargs af human comess
surtate or keraloplasty for up b 14 days wnder nedrisraton (2-6°C).

Precautions

Sk Rachreus ghoukd be wead roughourt 1he KerslopIBETY FOcREIG

Encn wal ol media should be visualy inspecied for color pior 1o use. Tha mediom shoukd ba a ight
mosyomnge cobor & change af oolor fnom osy-orange 1o i indicates 8 pH shifl, possbly due 1
baciaral contamination. A adlor dhange bom rosy-cangs o ned indeales & urnecteptalis pH shill

[ not usa mecis Sal aopears clowdy, I the aeent of such change, murn e wropsnsd wal o
B mch & Lomb Surgical for evalualion and replacamenl.

Storage = —_—

OFTIS0L-ES ahauld Do gionsd Dabveasn 2-8"C uniil sy fof usa. DD NOT FREEZE

Caution

Feckernl [LIGA] fawy resichs thes devica 1o sale by, or o the crdiar ol, @ physician.
Instructions For Use

Lttt il ‘waith & descrpdion af e comea, Break the ssal of ihe cap. Procassd &8 dollows,

Aspptic conditlons:

Loasan cap ol the wal

, LIt off tha cap and plaoe adacant bo sterks doid with immer lrer {aca un.

Asaphioally ranster cornpa. Maks s oomon bs submarged in quid.

. Rapface and fighien container cap. Do not averiphten. To assune seal integrty, avoid spling e
macti It the thead ance of tha containor cag.

. Flaoa apnmopriatn iabelng on vial and plaos hast seal around cap interisos.

. Lioen comea ot 2-9°C.

In sitie

1. Loosen vial cap o hop thresd. Do nal remove cap urtl immediaiely befons trarsier of the cormes

o tha storagn modia.
2. Aspptically remosn cap. Transior the cornea 1o storage media & n steps 13, 4, and 5 above,
3. Paofer o 8200 for standamized method of aseptic in sitw remavil acocording to e EBAA marus,

How Supplied
CFTISOL-ES i avmlabia in 20 mil gass viaks packaged in boogs ot 12
Bawsech & Lewnks Surgical, Ing
B""-[]Sﬂ“ tﬂ'::.li'ql‘i:l'ﬁmﬂ'EII:IL.Eiﬁ.
& LOMB =0 3332000
Sorglal

LS, gt fi, 5,104, PHT Fomdat patends pending. ™ Tradecrark: of Bausch & Lomb Bungical, nc
& Copyright 1666 Bausch & Lomi Sugical, inc. All ights esened.

b L kY —
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INDEX

AdNESIONS ..o 61 Donor with Lens Implant and Iris................ 122
AEDl e 52, 60 DIY 1R it 27
Y 1o = o] R 34 Edema ... 72
Anterior capsule .......coceveivieeiere e 135 Endothelial cals .....ocoovvveeveiieeiieee e 77,90
Anterior chamber angle........ccccccvveevieevnenen. 135 Endothelial striae.......ccccovvvevvivicecirce e 136
Anterior chamber......ccccceveviveeeieeeeeeees 14, 135 Endothelium ......oooooveeeeeiieeeeee 71, 77, 136
AQUEOUS NUMOT .....covvveveeeciiecee e 135 Enucleation sCissors .......ccoeeee.... 19, 33, 34, 41
Arcuate Keratotomy ........cccoeveeveeveeneeieenneens 74 Enucleation spoon .........cccceveeeeieeieennens 21, 136
ATCUS SENIIS oo 74, 135 Enucleation ........ccceeevvveevnneee. 19, 28, 33, 43, 136
ATCUS ..ot 135 Epithelial Defect and Exposure.................... 116
AStIgMELI SN, 135 Epithelial Defect .......coovveeivieceeeee 114, 136
Bilirubin......ccoeoeiiieee e 137 Epithelial defectS........coooveeeieniiiieeeee, 72
BiOMICIOSCOPY ...vveiveereeiieerieeseesee e siee e e 44 Epithelial Sloughing .......cccccocvviviieeiiecnene 126
BlUNt tip SCISSOIS ....cciveevieeiee e ceesieesieesiee e 19 epithelium .....cooveeiee e, 71, 136
BOWMAN'S.......cociiceecee e 135 [0 (U= (0] 135
BOWman's layer ......cccceveeeveevieceeneeseeseeiiens 45 Evisceration SPO0N .......ccccceveeveeneeiieeieenenens 19
Bruch’'s membrane..........c.ccoceoeiiiiicnnenne 135 EVISCEration .......ccvoveeeieneneceeee e 136
(072 o TSR 39 EXCISION ..ottt 19, 136
Canthus ....cc.ooeeeee e 135 EXCreSCeNCES .....ovveeeee e 90
Canthus ......coeov e 135 Exposure Keratopathy .........cccccoevvieeiieernene 115
CarunCle......cocceecieieee e 135 EXPOSUIE ..ottt 72
CastroVig0....cuvceeeie e 52, 60 External Ocular Anatomy .......c.ccceeeveevevcvennnene 13
CataraCt WouNd ..........cceoeerereneenereseeeee e 74 EXternal ..o 22
CataraCt .....ccoveeeeieeie e 135 Eye Bank Specular Microscopes...........ccc...... 91
Cell denSitieS....ccccvvcevceevesee e, 85 Y = £ 39
ChOrOId.......occceeeeee e 49, 54, 61, 135 (S o = N TR 34
(O] 1= S 135 Fixed frame analysiS .......ccccvvveveeneenecieeinnens 92
Ciliary body.......ccoooeeveiiiieeee 49, 135, 139 FOIAS e 73
Ciliary SUICUS........cceeeieecieeie e eseeseesieeniens 137 FOICEPS. ..ooieece e 19, 136
ClampPsS......coce e 20 Foreign material........cccoooeeveeveenecieccecceeieens 72
ClEaN .ot 22 FOMMIX oo 136
Confluent ......ccceveeve e 77 Fuchs endothelial dystrophy.........ccccceieenene 77
CONJUNCLIVA ....cocveeiee e 72,135 Gross Anatomy of the Eye and Orbit ............ 12
Contact |eNSWEAr ......ccecceevieeriecieeieereeiiens 111 GUNPOWET .....eeeeeciecie et 127
Contaminated...........ccooveerereneerere e 22 GULEE ..o 45, 77, 90, 109, 137
(00 1= S 136 HaPLICS....oe e 137
Corneal Caps ......cceeeeveereesee e see e 43 HemMOrrhage. ......cccevveevee v 72
Corneal endothelium ..o, 45 HEMOSEALS .....cooveeeeeeceeee e 20
Corneal EXCISION ......ccveieeieecie e cee e a7 HYPEropIia ...cceeveeiece e 137
Corneal Folds Grading Atlas..........ccccevevueenen. 97 Icterus/jaundice.......ccccvvcveceeccieccie e, 72, 137
Corneal Section SCISSOIS ....c.cevereereereeeeenennee 19 [debeam ... 69
Corneal storage and viewing chambers Infant CorNEa........cccceeveererier e, 120

(@35 Y 4 ) IS 22 INFErior rECIUS ....ooveeieeie e 38
Corneo-scleral rim exXCiSION ......coovveeveeeeeeennn. 49 INF AL . et 72,73, 137
CornEO-SCIEral MM ....veeeeeeieeeeeeeeee e eeeeeeeeeee e 21 INSITU. et e e e e 49, 137
COMEX e 138 INEErNal ... 22
Cortical SPOKES .....ccvvevvecieerie e 135 IOL (intraocular lens implant)..........ccccue.ee.. 137
Cross Sectional Anatomy of the Globe.......... 13 [ridECtOMIES.....ceeeee e 72
CSVC e 135 Irisradial musCIes ........ccoevvieeeeceee 137
Dependent edema .......cccceveeveeveeneeneeseenieens 27 [riS SPRINCLEN .c.veeeecececee e, 137
Descemet’s detachment ...........coceveieieeeennn. 77 ITTS et 137
Descemet’'s membrane..........cooeeeeveeeeennn. 77, 136 [SOIAEA ... 77
DESCEMEL'S....eeeee et 2,45, 71 JAUNTICE ...ttt 137
Descemet'sfold .......ccoevvveivvivccececec 136 N0 V2 (o R 67
Direct illumination ........cccccevvevieeviieneesieenieens 67 Keratic precipitate (KP) ......ccccceveveenenne 77, 137
Donor MaintenanCe........ccooveveeveeseeseeseeseeens 25 KeratoCyte ....ooveeeveeeee e 137
Donor Preparation .........ccccceeeceeceeeciecieeeineenn 130 Keratomileusis (LASIK, ALK) ...ccccveevviennene 74
Donor Rim with I1is ..o 121 Keratoplasty........cccoveeeeveeieesieeieeneenieens 74, 137
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KPP s 79
Laboratory Corneal EXCISION .......cccceverernnen. 52
Lamellar keratectomy .........ccccvvvveveiinennens 138
Lamellar keratomileusis ........ccccceevvvreenenne. 137
Laminar-flow hood .........cccccoeeeeveiiiieeennne 138
Lateral canthus .........cccccevvvveeeneneiieeeen 138
Lateral reCtUS......cveeevereeceiese e 33
LENS ..o s 138
Lid SPeCUlUM .......ccoeoveiriieieeeeeeeeeeiees 63
Lid e 138
LimbUS......cooovvvereeeieese e 33,49, 61, 138
Lysed CEllS ... 109
1= o= U 79
Media canthus .........cccccoevvvieieniniceeee 138
Meibomian gland orifiCces.........c.ccccevvrvnnennee 138
Microbicidal .......ccccovoviiiieen 60
MicCroscopiC ANGOMY .......ceeveeveuerrereeneeerennes 15
Mild OIS ..o 74
Moderate folds........cccvovrvreeieniieeeeseeee, 74
MOSBIC ..ot 91
Mucocutaneous junction ..........ccccceeeeeeeeene. 138
Muscle hOOK .....c.ccevevveieiieiee e 20, 138
MYOPI Gt 138
Neo-scleral MM ..o, 23
Normal Cell Morphology ........ccccoeeverieeruene. 93
Normal endothelium. ... 107
Nuclear SCleroSIS .....ooveiereiieeeee e 135
NUCIBUS ..o 138
Obligue MUSCIES ......ocvvvveeeeeee 34,138
OPLIC NEIVE ..o 39
OPLIC oo 137
Optical SECLION ....ccoovreerieieecire e 67
Orbital ANGLOMY ......cooveiiieieinereeeeeeiae 14
Parallelepiped ... 67
Parfocal .....coooeieieeee e 67
Parsplana .......ccoceeveveienene e 135, 139
Penetrating Keratoplasty ..........c.ccceeu.... 127, 139
Perforation of the choroid ..........ccccccoovrveneenee. 54
Peritomy ..o 54, 61
Perpendicular...........ccoeviieneieeeeee 67
Photorefractive keratectomy ..........c.cccceevenene 139
Phototherapeutic keratectomy ............cccceeeeee 139
Pinguecula.......c.cccooveveniiieereceeeee e 72,139
Planimetry ... 93
Pleomorphism............ 45, 89, 94, 107, 111, 139
Polymegathism ..45, 89, 94, 107, 109, 111, 139
Posterior Capsule ........coveieveierinerceeie 139
Posterior chamber ..o 139
Povodine-ioding........ccooveeeveniieereneseeenn, 60
Pre-corneal tear film ......ccoovevveviniiiie 139
PRK (photorefractive keratectomy)................ 74
Pseudoguttae..........cceeeeveveseeeeneneenens 2,77, 139
PEEIYOIa ..o 74
Pterygium ..o 72,119, 124, 139
PEErYQIUMS....cceeiiee e 72
PUNCLAL ... 139
Puncture Wound...........cccoovveeeeneneneeeen 125
PUPIL ... 139
Radial keratotomy ..........ccccceeeeenee. 74, 123, 139
Recipient Preparation ...........ccccooeveveneeiennens 130
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RECLUS ..ot 22
L 1] = VS 140
Retroillumination...........ccccoovvienciincnce 67
RIiNG SCISSOIS ....oeviieieieiieiesieeeeeeee e 140
Ring-end handles...........cccooovineiiininice 19
ROSELE.....ccoeeeeeeeee, 94, 140
Scalpel blades ... 19
SCA et 74, 140
SCISSOFS wvveveeeeieeieeee e ee e sre e ee e seeens 19
SClerotic SCatter ........ccoevveerererereeeereseee 67
Semilunar fold ... 140
Serrated fOrCeps. ..o e 19
Severe folds.......coviniieneeee e 74
SHETAMP e 67
SIOUGhING.....cveiieec e 72
SMOOLh fOrCEPS ....vvvveeeieieireeeeee e 19
Snail Tracks.......ccccveevereinenne 77,117, 119, 140
Specular MICroSCOPE ......ccevrververrereeennenne 22, 85
Specular MiCroSCOPY ......cccvovrvervenrereeennenn 83,91
Specular reflection .................... 67,77, 85, 140
SPECUIAN ... 45
SPECUTUM ... 19, 140
Spring handle SCiSsOrS........ccoocvverveereenne. 19, 140
Stress line (endothelial striag) ...... 77, 109, 140
SIrESS S ..o 118
S8 ..o 45, 73, 74, 77, 140
SOMA......ccoeeeeeeeeeeeeeee e 71, 73, 136, 140
Subcapsular cataract ...........ccooeereieieeennnn 135
Suprachoroidal Space..........cccoceververeeereriennen. 61
Surgical INCISIONS .....coveveeeirieieeeeeeee e 72
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