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Test/Observation Schedule (Protocol ver. 1.2)
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	Observation period
	Follow-up period
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	Informed consent, screening
	Biopsy
	Transplantation of the investigational product
	Week 2
	Week 4
	Week 12
	Week 24
	Week 52
	

	
	
	Before biopsy
	After biopsy
	Before trans-
plantation
	During trans-
plantation
	After trans-
plantation
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	(Days 28±3)
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(: Implementation, (: For the target eye, (: For bilateral eyes, ▲: Blood sampling only

*1
: Urine pregnancy test is necessary for women subjects with childbearing potential.

*2
: Performed the day after collection of oral mucosal tissue

*3
: Within −4 days prior to transplantation of the investigational product
Test/Observation Schedule (Protocol ver. 1.4)
	Time

Observation
	Observation period
	Follow-up period
	Dis-
continua-tion
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	Visit 2
	Visit 3
	Visit 4
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	Informed consent, screening
	Biopsy
	Transplantation of the investigational product
	Week 2
	Week 4
	Week 12
	Week 24
	Week 52
	

	
	
	Before biopsy
	After biopsy
	Before trans-
plantation
	During trans-
plantation
	After trans-
plantation
	(Days 14±3)
	(Days 28±3)
	(Days 84±14)
	(Days 168±14)
	(Days 364±28)
	(within +7 days)

	
	
	
	
	
	(Day 0)
	
	
	
	
	
	
	

	Subject's background
	(
	
	
	
	
	(
	
	
	
	
	
	

	Evaluation of eligibility
	(
	
	
	
	
	
	
	
	
	
	
	

	Laboratory tests
	(*1
	▲
	
	(*1, 3
	
	(
	
	
	
	
	(
	(

	Intraoral observation
	(
	
	(*2
	
	
	
	(
	
	
	
	
	

	Corrected visual acuity
	(
	
	
	
	
	
	(
	(
	(
	(
	(
	(

	Photography of the anterior ocular segment
	(
	
	
	(*3
	(
	(
	(
	(
	(
	(
	(
	(

	Evaluation of severity of LSCD according to LSCD classification
	(
	
	
	
	
	
	(
	(
	(
	(
	(
	(

	Subjective symptoms
	(
	
	
	
	
	
	(
	(
	(
	(
	(
	(

	Evaluation of QOL
	(
	
	
	
	
	
	
	
	
	
	(
	(

	Severity of corneal opacity
	(
	
	
	
	
	
	(
	(
	(
	(
	(
	(

	Severity of corneal neovascularization
	(
	
	
	
	
	
	(
	(
	(
	(
	(
	(

	Severity of symblepharon
	(
	
	
	
	
	
	(
	(
	(
	(
	(
	(

	Whether additional treatment to improve visual acuity is indicated or not
	
	
	
	
	
	
	
	
	
	
	(
	(

	Safety endpoints
	(
	
	
	
	
	
	(
	(
	(
	(
	(
	(

	Important malfunctions
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(: Implementation, (: For the target eye, (: For bilateral eyes, ▲: Blood sampling only

*1
: Urine pregnancy test is necessary for women subjects with childbearing potential.

*2
: Performed within 3 days after collection of oral mucosal tissue

*3
: Within −4 days prior to transplantation of the investigational product 
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