Appendix XVI! Summary of Prellmmary Data Analysrs Corneal Trral

_anarv Endpomt

" Visual acurty assessments generate the foEIowmg LogMAR scores. 1n thls anaiyms
“Perceives nght” was gtven a score of 4 this |s not mcluded in standard LogMAR

Ly scales
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0 Vlsual acu:ty was compared between groups recelvzng product or control product
- -_;_and also compared between patients W|th Amndla or. other dlseases |rrespect|ve of
) .'_._the presence of ceils in the product SO : L :

- -Comparlsons were made mciudlng patlents who recewed other medlcai |ntervent|ons":__'] "

that could have |mproved s;ght and w:thout

_VrsuaIAourty treated versus control aﬂ drseases all patrents

H IMP _
- Control Product

 Mean LogMAR soores +L SD (loWer—better) “Pre” contro'l product group all scored 3 o

- for LogMAR, hence no variance. IMP and control groups had similar levels of visual

e ___acwty at the beginning (no significant difference). There was no significant dlfference
" in LogMAR score between groups at any time point, The overall trend was :

- downwards, and 5/8 in the IMP and 4/5 in the contro! groups had lower LogMAR o
: :'-scores at the end of the tnat The changes in LogMAR scores, from trial entry to the S
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18 month tlme pomt were not 3|gn|f|cantly d!fferent m or between the IIVIP or contro!
s _groups S o _ . S :

Visual Acwty treated versus controi patrents w:th cataract operatrons removed
from data set from tfme operat:ons camed out ' -

H IIVIP
Control F’roduct

o -Removmg data from patlents who recelved cataract operattons dld not affect the

o ~overall results, if anything the results in the IMP and control groups converged S
“further (there were 2 cataract operations in the IMP and 1 .in the control groups) n S
~the IMP groups 3 patients had improved vision, 2 no change and 1 deteriorated at 18_ R

- months. En the eontrol product group, 3 |mproved and one was no change at 18

o months

Visual AIC:uity.Score's'_ Aniridia versus Chemical Bums e

- Aﬂll’ldla :
CB only

'_':‘"pre_' o 6m . t2m 18m

- There was no s;gnmcant difference in mean Vlsual acuaty scores between the 2

~ disease groups (grouped by disease, irrespective of treatment).. Aniridia n=5, CB

-~ n=6. The data was skewed in that 4/5 Anlndla recelved IMP, and 2!6 CB recelved
;_IMP"'
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il ';"Removmg patsents from the analysns who recelved a cataract operat|on d|d not . e
8 *-;-changethese results R R ol

Ei . ;'._Secondarv Endpoant - Ocular Surface Scores |

- ".'3_'Ocular surface scores were generated by exammat:on of 5 dlfferent parameters oy

corneal epatheltum
conjuctlwllsatlon i
S comeal neovascularlsatlon
" cornealopac;ﬁcation
conjunctlval hyperemta h- SRR

' "'..'_-:-_'Each was scored O 3 W|th 0 representtng a normal eye These scores were | R e
.. combined to glve a score out of 15 for-each time pomt in the trial where 0= a normal R R BT,
~eye.and 15 = the most damaged eye, The starting comblned ocular scores in the -

"':'-'-'_:_.'-":'Companson Treatment vs Control' Groups 18 months S

e e _control (p 0 0040 unpalred t test)

ﬁ"_-""i_treated (10.55) and control.groups (11.1) were not significantly. dlfferent Stattstlcal
3_:-_analys|s was carrled out ussng unpa|red t tests and one. way Anova SR

g patlents in the treatment group and 5 patlents in the control group had ocular

- “surface scores which were evaluated throughout,. -and at conclusion of the trial. AII 31_:_3 G
e pat|ents showed lower: (|mpro\red) ocular surface scores at the conclusion of the trial.
~However, patients who received the stem cell product showed a SIgnlficantly h:gher TR

* mean improvement in.combined ocular surface scores than those who recerved the G




"-:Graph shows change in OSS score from pre tnal values (| e magnltude of reductlon . SRR
"_::m score) IIV[P sd 2 07 CVm 31 8% Control Product sd 1 42 CV'- 57 7% : L

- Comparison IMP vsConfroIGroupsmThmughout vl

S Mean OSS scores +/~sd The treated group showed a srgnlfrcant and sustarned
" reduction (amprovement) in combined ocular surface scoring, which. reached
- statistical significance at 6 months and was maintained until 18 months p=0, 0043
Sp=0, 0018 p—-O 0002 respectlvely One way Anova Tukey S IVIuIt|p]e Comparlsons
--'--test PR _ I i

~ ControlProduct




Mean OSS scores +I~sd in the control group there was also an mltlal sngnlflcant,--.’-ﬂ; SnoEE
- improvement in. scores (p=0.0138), but the effect was hot sustained, and . the.{fﬁ"_'i'.
. improvement in scores. returned to. not bemg statistically - 3|gn|f|cant by 12-months, o
<. sustained at 18.months (p= 0. 1848. and p 0390 respectlvely) One-way Anova

L _._Tukeys Multiple Compaﬂsons test T B
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