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Y./ Finansal ilinti Beyan

* Finansal ilintim yoktur.




Kok Hiicre:
* Hucrenin 6zellesmemis en temel ve saf halidir.

* VUcuttaki pek ¢ok hicre tipine differensiye olabilir.
* Hasarh hicre ve dokulari onarabilir.
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KOK HUCRE TIPLERI

1-EMBRYONIK KOK HUCRE
2-ERISKIN KOK HUCRE

- Mesenkimal KH

- indiklenmis pluripotent KH
3-KORDON KANI KOK HUCRESI
4- AMNIOTIK SIVI KOK HUCRESI
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" ULKEMIZDE KOK HUCRE

UYGULAMALARI

+ Insan embriyonik kék hiicre kullanimi yasaktir (2005)

+ Eriskin kok hiicre ve IPKH kullanimi icin ise Lokal Etik

Kurumdan ve Saglik Bakanligi’ndan (Organ ve Doku Nakli
Biriminden) onay gereklidir.

(TCK: 90 ile uygulamalar yasal olarak diizenlenmistir.)




,' | /KOK HUCRE TEDAVISINiN

MEKANIZMASI

# (1) Hlicre Replasmani: Saglikli kdk hiicreler dejenere
hlcrelerin yerini alabilir.

# (2) Nutrisyonel Destek (Parakrin etki): Saglikl kdk hiicreler
salgiladiklari faktorlerle etraftaki hicrelerin yasamlarimni
desteklerler.

# (3) Hlcreler arasi yeni baglantilar olusturulmasina yardimci
olurlar.
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<7 'G6zde Kok Hiicre Kullanimi

Cok kuicuk dozlar yeterli olur.
Cerrahi yaklasim kolaydir.
Nakledilen hlicre kolayca izlenir.

GOzun immun yapist uygundur.

Diger g6z kontrol olarak kullanilabilir.
Ekstraokuler yayilim s6z konusu degildir.




“ 7" HEDEFLENEN RETINAL HASTALIKLAR
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Stem Cell Ophthalmology Treatment Study: bone marrow derived
stem cells in the treatment of Retinitis Pigmentosa

Jeffrey N. Weiss', Steven Levy”
2018-Haziran

Results: Following therapy in SCOTS or 3COTS 2, 11 patients (64.7%) showed improved binpcular
vision averaging 10.23 lines of Snellen acuity per eve over pre-treatment acuity; 5 padents (35.3%) remaining
stable over the follow up period; no patients cxperiencing loss of overall acuity. In 33 treated eyes, 15 cyes

(45.5%) improved an average of 7.9 lineg of Snellen acnity, 15 eves (45.5%)) remained stable, and 3 eyes
muf snellen acuity. Improvements ranged from 1 to 27 lines of
vigion. Using the LogMAR Scale and calculating delta ag a ratio to pre-treatment visipn in improved eves,
acuity improvement ranged from 23% top 90% with an average of 40.9% visual acuity improvement gver

baseline vision. Evaluation of 2ll patients and eyes capable of LogMAR vision showed an average of 31%
improvement in vision over baseline. Findings were of statistical significance (P=0.016). There were no

surgical complicadons.
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Stem Cell Ophthalmology Treatment Study (SCOTS):
bone marrow-derived stem cells in the treatment of

Leber’s hereditary optic neuropathy

Jeffrey N. Weiss', Steven I.s.“.ryl ", Susan C. Benes'

1 Retina Associates of South Florida, 5800 Colonial Drive, Suite 300, Margate, FL, USA
2 MD Stem Cells, 3 Sylvan Road South, Westport, CT, USA
3 The Eye Center of Columbus, The Ohio State University, Columbus, OH, USA

Abstract

The Stem Cell Ophthalmology Treatment Study (SCOTS) is currently the largest-scale stem cell ophthal-
mology trial registered at ClinicalTrials.gov (identifier: NCT01920867). SCOTS utilizes autologous bone
marrow-derived stem cells (BMSCs) to treat optic nerve and retinal diseases. Treatment approaches include
a combination of retrobulbar, subtenon, intravitreal, intra-optic nerve, subretinal, and intravenous injection
of autologous BMSCs according to the nature of the disease, the degree of visual loss, and any risk factors
related to the treatments. Patients with Leber’s hereditary optic neuropathy had visual acuity gains on the
Early Treatment Diabetic Retinopathy Study (ETDRS) of up to 35 letters and Snellen acuity improvements
from hand motion to 20/200 and from counting Nngers tumﬁe]d improvements were noted.
Macular and optic nerve head nerve fiber layer typically thickened. No serious complications were seen.
The increases in visual acuity obtained in our study were encouraging and suggest that the use of autolo-
gous BMSCs as provided in SCOTS for ophthalmologic mitochondrial diseases including Leber’s hereditary
optic neuropathy may be a viable treatment option.

Key Words: nerve regeneration; Lebers hereditary optic neuropathy; mitochondrial disease; optic neuropathy;
bone marrow derived stem cells; blindness; visual loss; newral regeneration
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Stem Cell Ophthalmology Treatment Study: bone marrow derived
stem cells in the treatment of non-arteritic ischemic optic
neuropathy (NAION)

Jeffrey N. Weiss', Steven Levy’, Susan C. Benes®

Background: Ten patients with bilareral visual loss due to sequenrtial non-arteridic ischemic optic
neurgpathy (NAIQN) underwent autologous Bone Marrgw Derived Stem Cell (BMSC) therapy within the
Stem Cell Ophthalmology Treatment Smdy (SCOTS). SCOTS is an Insdmitional Review Board approved
clinical stmady utilizing autologous BMSC in the treatment of optic nerve and retinal discases that meet

inclusion eriteria.
Methods: The average age of the patients treated was 69.8 years. The average duration of visual loss in
eyes treated was 9.8 vears and ranged from 1 to 35 vears. Affected eves were treated with either retrobulbar,
subtenons and intravengus BMSC or, following vitrectomy, intra-optic nerve, subtenons and intravenous
BMSC. The primary outcome was visual acuity as measured by Snellen or converted to LogMAR.

Results: Following therapy in SCOT3.50% of padents expericnced imprgvement in Snellen binoeular vision
(P=0.029) with 20% remaining stable; 73.6% of eyes treated gained vision (P=0.019) and 15.9% remained
stable in the post-operative period. There was an average of 3.33 Snellen lines of vision improvement per cye
with an average 22.74% and maximum §3.3% improvement in LogMVAR acuity per eye. The average LoghIAR
change in treared eyes wag a gain of 0.364 (P=0.0089). Improvements typically manifested no later than 6
months post procedure.




FAZ Il CALISMAMIZ

Calisma icin kurumun etik kurulundan (No:2017/480 ) ayrica
T.C Saglik Bakanlig1 biinyesinde bulunan Organ Doku ve
Diyaliz Hizmetleri Daire Baskanhgi’ndan

(No: 56733164/203) onay alinmustir.

* 20 olgu opere edildi. (YBMD, RP, Stargardt MD, optik
atrofi

* Suprakoroidal olarak adipoz dokudan derive edilmis allojenik
mezenkimal KH kullanildi.

* Proje disinda Saglik Bakanligi onayi alinarak ilave 23 hasta
opere edilmistir.







v oGMP (Good manufacturing practice)

(lyi Klinik Uygulamalar)

ADMKH ler uluslar arasi standartlarda tretildi
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SONUCLAR

* 20 olgunun 6 aylk takipleri tamamlanmistir.

* Hicbir olguda sistemik komplikasyon olmadi.

* Hicbir olguda okuler komplikasyon olmamistir.

SUPRAKOROIDAL KOK HUCRE UYGULAMASI GUVENLI




SONUCLAR

Olgularin % 85’inde degisen diizeylerde gbrme keskinligi ve gbrme
kalitesi artislari saptanmistir. %15’i stabil seyretmistir.

* GOrme artisi en iyi olan olgular preop gérmesi iyi olan olgulardir.
* En az goren olgu p+’den 1meh’ne yukselmistir.
* Eniyi goren olgu 0.05’den 0.3’e ylkselmistir.

*  GOrme artisi 1. ay kontroltiinde baslamis, 6 ay kontroliinde daha da
belirginlesmistir.

# Olgularin hepsinde mf ERG ve PGA testlerinde iyilesme saptanmustir.

*  Calismanin makula hastalariniiceren kismi yayinlanmak tizere ‘Cellular Reprogramming’ dergisinde
kabul edilmistir.




OLGU-YBMD

65y erkek olgu
GK: 1 MPS’den 0.05

MAR OF P1 WAVE AMPLITUDES

LE stmuated




HASTALIGI
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Diabete bagli OA
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>/ STANDART PROTOKOL?

* Hangi KH’yi kullanmali?

* Hangi dozda kullanmali?

* Hangi sekilde uygulamali: Subretinal, intravitreal,
suprakoroidal, intravenoz?




