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54  Working group 4 ~ Geular
MNaos Swsiosan (Facimaror), Manian Macsar (Pressaes),
Paut Dugoro (Rarsorteug)
Following the presentation on the work that had been achieved 1o date, Working Group 4 addressed the assigned topics.
A notifiable reaction in a recipient for ocular tissue includes:
¢ Primary Graft Failure - 2 graft that does not dear at eight weeks with no known intra-ope rative or post-operative Cause;
The incidence of primary graft failure has been accepted as a good indicator of the quality of tissue being provided by a particular eye bank
establishment {typically less than 0.5%).
ds&eiza lor lamellar procedures may have special consideration related to processing and surgeon experience {greater than 10 casest. En-
aémhe | lamellar procedures where the corneal tissue is manipulated either by the surgeon while doing surgery deserses spedial consideration.
These delicate surgical procedures are more complicated and require more tissue manipulation. They require a skilf set with 2 very steep Jearn
ing curve with tissue manipulation that may lead {0 ;‘3 oor tissue functioning. Typically, qna‘“y assurance procedures are hetter with eye ban
pre-cut procedures versus surgeon cutting or processing. Less Trequent operating surgeons generally have an increased complication rate ﬁl.;
tn the learning curve,

Assessment of this procedure as to Graft failure should be assessed by the Medical Director Le. EBAA surgeon with <10 procedures with graft.
Failures are usually attributed to the learning curve.
All endothelial and lamellar new emerging procedures may lead o increased demand for more tissue due to tissue discards.

infectious disease ifé%”%ﬂf’z‘* ssion. Aldocel infection ;r;;;-afﬂ within 110 31 days after surgery. However, the 37 day limit is arbitrary. Exarmples of
Systemic Infectious Disease Transmission include CID, HIY, and hepatitis. Local infection may be limited 1o cormea (keratitis or endothalmitis)
Specific recipient issues, however, impact on the incidence of this complication.

®

¢ Corneal degenerations and dystrophies
 Local ocular malignandcies {anterior segment). Local ocular malignandies are more usually related to metastatic disease fo anterior segment of
the donor’s eye (Le. sdenocarcinomay. These d@ﬂ{} 3 @;;;u: Hy would be deferred by approptiate eye evaluation prior 1o Ussue collection,
There is no evidence of systemic malignancy related to transplantation (corneal).

Tissue that has had pfﬁ‘v’ubb refraction laser gs'mséaﬁes are generally not appropriate for thickness keratoplasty due to unpredictable refractive
outcomes but satisfacic ory for endothelial lamellar procedures.

The product specific dinical slituations that should alert dinidans are:

« Local infectious disease within 1 to 31 days post surgery

= New onset systemic disease {HIV, CID, hepatitis) without another cause

» Development of corneal degeneration or dystrophy

s Local ocular malignancy {anterior segment)

* Prirnary graft fafure ~ if the corneal graft is not dear from post-operative day one to at least 8 weeks with no known intra operative or post-

operative complications,

The donor reactions ihat should be reported are:

» Reactions in other tissues from the same donor (emerging infection disease;,

» Does this apply only to mng donors? Does it apply 1o cadaveric donors? Surgeons must be aware of potential ssues related to the donor that
might impact comeal transplant.

The incidents in clinical practice that may need 1o be considered for reporting are

» Deviation in aseptic technique, processing, distribution

» Wrong recipient or tissue allocation error

= Tracking error

» Adverse events that ocour only after the tissue s deemed transplantable by the eye bank or accepted by the surgeon or both

» Iedical Director review should be required before reporting! 1tls to be noted that in most jurisdictions the surgeon makes the final evaluation
of whether tissue is appropriate or not for transplantation.
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